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Cnucok U3MEHSIOIINX TOKYMEHTOB
(B pen. @enepanbHbIX 3aK0OHOB OT 27.07.2010 N 192-D3,

ot 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
or 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-®3,
oT 22.12.2014 N 429-®3 (pex. 13.07.2015), ot 08.03.2015 N 34-03,

ot 28.12.2017 N 425-®3 (pex. 27.12.2019), ot 04.06.2018 N 140-D3,

0T 26.03.2020 N 67-@3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-®3,

ot 08.03.2022 N 46-D3, ot 26.03.2022 N 64-®3, ot 14.07.2022 N 311-®3,

or 19.10.2023 N 503-®3, ot 30.01.2024 N 1-®3, ot 08.08.2024 N 232-®3,

or 11.10.2010 N 271-®3, ot 29.11.2010 N 313-®3, ot 06.12.2011 N 409-03,

0T 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, ot 29.12.2015 N 389-03,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-D3,
o1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-D3,

o1 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, o1 06.06.2019 N 134-D3,
0T 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-D3,
o1 27.12.2019 N 475-®3, ot 27.12.2019 N 478-D3, o1 27.12.2019 N 481-D3,

ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-D3,
or 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, ot 30.12.2021 N 463-D3,

o1 20.10.2022 N 405-®3, ot 05.12.2022 N 502-®3, ot 19.12.2022 N 519-03,
ot 28.04.2023 N 149-®@3, ot 28.04.2023 N 171-®3, ot 24.07.2023 N 341-D3,
ot 04.08.2023 N 428-D3, ot 04.08.2023 N 466-D3, ot 04.08.2023 N 474-D3,

ot 08.08.2024 N 292-®3, ot 08.08.2024 N 323-D3, o1 26.12.2024 N 494-D3)

Mnaea 1. OBLWUE MNMOJIOXKEHUA

Crtatbs 1. MpeameT perynupoBaHus HacTosiwero ®egepanbHOro 3akoHa
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1. Hacrosmmii @®enepalibHbIil 3aKOH PpEryJupyeT OTHOLIEHMs, BO3HUKAIOIIME B CBA3M C
oOpaiieHueM - pa3pabdOTKON, MOKIMHMYECKUMHU HCCIEAOBAHUSMHU, KIMHUYECKUMHU HCCIEAOBAHUIMU,
3KCIEPTU30M, TOCYTAPCTBEHHOW PErMCTPalMel B COOTBETCTBUM C HacTosAUM DenepabHbIM 3aKOHOM
(manee - rocymapCTBEHHasi pErucTpaiusi) WIH PEerucTpanueidl B COOTBETCTBUU C MEXAYHAPOIHBIMU
JIOTOBOpaMM U aKTaMH, COCTaBJAIOLIMMHU IpaBo EBpa3uiickoro 3KOHOMHYECKOIO coro3a (panee -
peructpanusi), cCO CTaHIapTU3alMel M C KOHTPOJIEM KauecTBa, IPOU3BOJICTBOM, H3TOTOBIIEHUEM,
XpaHEHHEM, IEpeBO3KOM, BBO30M B Poccuiickyro denepaunto, BbiBo3oM u3 Poccuiickoit denepannu,
peKJIaMOM, OTIIyCKOM, peaju3alueil, nepenadeld, NPUMEHEHUEM, YHUYTOKEHHUEM JIEKapCTBEHHBIX
CPEICTB.

(B pen. @enepanbubix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

2. Hacrosimumii denepanpHblil 3aKOH yCTaHABIMBAET IPUOPUTET FOCYAAPCTBEHHOTO PETYJIMPOBAHUS
6e301acHOCTH, KauecTBa U 3((HEKTUBHOCTH JICKAPCTBEHHBIX CPEACTB IIPU UX OOpaIlCHUH.
(B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

CraTtba 2. Cdepa npumeHeHus HacToswwero PenepanbHOro 3akoHa

Hacrosiuit ®enepanpHplii 3aKOH IPUMEHSAETCS K OTHOIIEHHUSM, BOSHUKAIOLIUM IpU OOpallleHuu
JICKApCTBEHHBIX CPEJCTB Ha TeppuTopun Poccuiickoit Oeneparuu.

CraTtbsa 3. 3akoHoAaTeNnbLCTBO 06 OOpaLleHUn NeKapCTBEHHbIX CPeACcTB

1. 3akoHOomaTenbcTBO 00 OOpalleHHH JIeKAapCTBEHHBIX CPEICTB COCTOMT U3 HACTOSIIETO
denepanbHOTO 3aKOHA, JPYTuX ¢eaepalbHbBIX 3aKOHOB W HMHBIX HOPMATHUBHBIX IPABOBBIX aKTOB
Poccuiickoit denepanun.

1.1. 3akoHO1aTENBCTBO 00 OOpAIllEHUH JIEKAPCTBEHHBIX CPEJICTB B OTHOIICHUH FOPUIMYECKUX JIUIL U
WHJIMBHUYAIbHBIX  MpEANpPUHHUMATENICH,  OCYIIECTBISIOIIMX  JEATEIbHOCTH  HAa  TEPPUTOPUHU
MEXIYHApOAHOTO MEIUIIMHCKOTO KJacTepa, MPUMEHSETCS C YYETOM OCOOEHHOCTEH, yCTaHOBIIEHHBIX
®enepanbHbIM 3ak0HOM 0T 29 uroHs 2015 roga N 160-®3 "O MexayHapOoJHOM MEIULUHCKOM KIIACTEPE
Y BHECEHHH U3MEHEHUI B OT/ENIbHBIC 3aKOHOaTebHbIe akThl Poccuiickoit deneparun'.

(uactp 1.1 BBenena @enepanbHbIM 3aKk0HOM OT 29.06.2015 N 160-D3; B pen. deaepanbHOro 3aKoHa OT
04.08.2023 N 428-®3)

2. [leiictBue Hactosero denepalbHOr0 3aKOHA PacIpOCTPaHIETCs Ha 00paleHne HApKOTHIECKUX
JIEKAPCTBEHHBIX CPEJICTB M TCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB C YUYETOM OCOOCHHOCTEH,
YCTAaHOBJICHHBIX  3aKOHOJATeNbCTBOM Poccuiickoii ®enepaniii 0 HAPKOTUYECKHX  CPEACTBAX,
TICUXOTPOIHBIX BEIIECTBAX U 00 WX MPEKypcopax.

3. JeiictBue Hacrosimero @DenepanbHOr0 3aKOHAa  pacHpOCTpaHseTcs Ha  oOpaleHue
paguodapMareBTUYECKUX JICKAPCTBEHHBIX CPEJACTB C yYE€TOM OCOOCHHOCTEH, YCTaHOBJICHHBIX
3akoHoAaTensCcTBOM Poccuiickoit deneparnu B o0mact oOecreueHus paaualioOHHON 6€30MacHOCTH.

4. Ecnm MexayHapoaHbIM JoroBopoM Pocculickoin @enepannu, MEXIyHaApOJHBIMH JI0TOBOpaMHU U
aKTaMM, COCTABIIAIOLUIMMHU MPaBo EBpa3uiickoro sKOHOMHUYECKOTO COr03a (Jajiee - aKThbl, COCTABIISIOIINE
npaBo Coro3a), yCTaHOBJIEHbl WHBIE TpaBUJia, YeM Te€, KOTOpbIE MPEAyCMOTPEHbl HACTOSIINM
®denepanbHbIM 3aKOHOM, IPUMEHSAIOTCS IIpaBUila MEXIYHAPOIHOIO JOTOBOPA, IPAaBUIIa, COAEPIKAIIUECS B
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aKTax, cocTapistomumx npaso Corosa.
(dactb 4 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. PemeHuss MEXKrocyJIapCTBEHHbIX OpPraHoB, NPUHATHIE Ha OCHOBAaHUM  IOJIOKECHHI
MEXIYHApOAHBIX J0roBopoB Poccuiickonn ®enepauun B HUX HCTOJKOBAaHUHU, IPOTUBOPEYAIIEM
Konctutynuu Poccuiickoit @enepannu, He mojuiexaT UcnoiHeHuo B Poccuiickont @enepanuu. Takoe
MIPOTUBOPEYUE MOXKET OBITh YCTAHOBJICHO B TOPSAKE, ONMPEICICHHOM (eiepallbHBIM KOHCTUTYIIMOHHBIM
3aKOHOM.

(uactsb 4.1 BBeneHa @enepasibHbIM 3ak0HOM OT 08.12.2020 N 429-03)

5. B Poccuiickoii @enepaiiud B COOTBETCTBUHM C MEXKIYHApOIHBIMU JoroBopamu Poccuiickoi
Oenepauu W (WIM) HA OCHOBE IMPHUHIMIIA B3aMMHOCTH TPHU3HAIOTCS PE3yJIbTaThl KIMHUYECKUX
HCCIICIOBAaHUM JIEKQPCTBEHHBIX IIPENapaTroB Il MEIMIIMHCKOTO IIPUMEHEHHUs, IPOBEICHHBIX 3a
npezaenamu reppuropun Poccuiickon denepanuu.

Crtatbs 4. OCHOBHbIE NOHATUS, UCNOSNb3yeMble B HacTosiweM PeaepanbHOM 3aKOHe

Hns ueneit Hactosiniero denepanbHOro 3aK0HA UCIIOIB3YOTCS CJICTYIOIINE OCHOBHBIE TOHATHS:

1) nekapcTBEHHBIE CpEJCTBa - BEIIECTBA MJIM MX KOMOHWHAIIMM, BCTYMAIOUIME B KOHTAKT C
OpraHM3MOM 4YEJIOBEKa HJIM XUBOTHOI'O, NPOHUKAIOLIME B OpraHbl, TKAaHW OpPraHUW3Ma YEJIOBEKA HIIU
KUBOTHOTO, TPUMEHSEMBbIC JUIsi MPOQPHIAKTUKH, TUATHOCTHKHU (32 HCKIIOUYEHHWEM BEIIECTB WU HX
KOMOWHAIM, HE KOHTAKTHUPYIOIIMUX C OPraHW3MOM YeJIOBEKA HJIM JKUBOTHOTO), JICUCHHs 3a00JIeBaHMS,
peadwinTalMy, Il COXpaHEHMs, IPEJOTBPAILCHUs] MU IpepbIBaHUS OSpPEMEHHOCTH U IMOJyYeHHbIE U3
KpOBH, IIa3Mbl KPOBH, U3 OPraHOB, TKAHEW OpraHM3Ma Y€JI0BEKA WM )KMBOTHOT'O, PACTEHHI, MUHEPAJIOB
METOJAaMU CHUHTe3a WIM C IMPUMEHEHHEM OHMOJOrMyeckux TexHosoruil. K jexapcTBEeHHBIM cpeacTBam
OTHOCSTCS (papMalleBTUYECKUE CYOCTaHLIUU U JIEKAPCTBEHHBIE MIPENapaThl;

2) dapmaneBTHUeCcKas CyOCTaHIMS - JIGKAPCTBEHHOE CPEACTBO B BUAE OJHOTO HIIM HECKOJIBKUX
obamaromux GpapMakoIOrHIeCKOl aKTUBHOCTBIO JCHCTBYIONINX BEIIECTB BHE 3aBUCUMOCTH OT TIPHUPO/IBI
MPOUCXOXKACHUS, KOTOpPOE TpeqHa3HAYeHO s TMPOM3BOJACTBA, W3TOTOBJICHUS JIEKAPCTBEHHBIX
MpenaparoB u onpeaenset ux 3¢pHEeKTUBHOCTE;

(m. 2 B pea. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) BCIIOMOTaTCJIbHBIC BCIICCTBA - BEIICCTBA HCOPTraHN4YCCKOIro U1 OpraHu4YCCKOro
MPOUCXOKACHUSA, UCIIOJIE3YCMbIC B MPOLECCC IMMPOU3BOACTBA, U3TOTOBJICHUS JICKAPCTBCHHBIX IPCIIApaTOB
AJId IpUAaHuA UM HeO6XO)II/IMI)IX (1)I/ISI/IKO-XI/IMI/I‘-IeCKI/IX CBOI)IICTB;

4) nexapcTBEHHBbIE MIperaparbl - JIEKAPCTBEHHBIE CPEJCTBA B BHUJE JIEKAPCTBEHHBIX (HOpM,
MpUMEHsieMble JUIsl MPO(UIAKTUKH, JAHUArHOCTUKH, JIeYeHUs 3a0oiieBaHUs, peadWIuTaluy, JUis
COXpaHEeHHUs, MPEAOTBPAILCHUS WU NPEPhIBaHNUs OEPEMEHHOCTH;

5) nekapctBeHHas (hopMma - COCTOSIHHE JIEKaPCTBEHHOTO Tperapara, COOTBETCTBYIOIIEE CIOCOOaM
€ro BBEJICHHS U IPUMEHECHHUS U 00ECIIeUnBaoIiee J0CTHKEHIE He00X0AMMOT0 JieueOHOTo A (dekTa;

5.1) no3upoBKa - cofiepaHHe OJJHOTO MU HECKOJIbKUX JEHCTBYIOIINX BEIIECTB B KOJIMYECTBEHHOM
BBIPQ)KEHUU Ha EIWHUIYy J03bl, WIN EIUHUIY O0beMa, HIM EeAMHHUIy MacChl B COOTBETCTBHH C
JeKapcTBeHHOM (opmoi 1ubO Uil HEKOTOPBIX BHUJOB JIEKAPCTBEHHBIX (OPM  KOJUYECTBO
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BBICBOOOKIA€MOT0 U3 JIEKAPCTBEHHOU (DOPMBI IEHCTBYIOIIETO BEIECTBA 3a €AUHUILY BPEMEHU;
(n. 5.1 BBegen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) nepeueHb JKU3HEHHO HEOOXOIUMBIX U BaKHEHIINX JIEKapCTBEHHBIX IPENApaToB - YTBEPKAAEMBbIH
IIpaBurensctBoM Poccuiickoit @Penepanyy nepedeHb JIEKApCTBEHHBIX IMPENapaTroB Il MEIUIMHCKOIO
IIPUMEHEHHMsI, 00ECIIeUNBAIOIINX IPUOPUTETHBIE NOTPEOHOCTH 3PAaBOOXPAHEHUS B LEAX IPOPHIAKTUKI
U JleueHus: 3a00sieBaHU, B TOM 4HUCIie MpeoOsIaaloIuX B CTPYKType 3aboneBaeMoctd B Poccuiickoit
denepanuu;

(B pen. @enepanbHoro 3akoHa ot 13.07.2020 N 206-D3)

6.1) opdaHHBIE JEKapCTBEHHBIC IpernapaTrbl - JICKAPCTBEHHBIC Iperaparbl, NpeIHa3HaYCHHBIC
WCKJTFOUUTENBHO [T TUAarHOCTHKH, STHOMATOTCHETHIECKOTO HITH MTATOT€HETUYECKOT0 JIeUeHUs (JISUCHN S,
HaIlpaBJICHHOTO HAa MEXaHU3M pa3BUTHS 3a00yieBaHus) peakux (opdaHHBIX) 3a00JICBaHHMIA;

(n. 6.1 BBenen PenepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03; B pen. denepalbHOro 3aKoHa OT
30.01.2024 N 1-®3)

6.2) OuoyorMYecKre JIEKapCTBEHHBIC Ipemnaparsl - JIGKAPCTBEHHBIE Mpenapathl, JEHCTBYIOLIEE
BEIECTBO KOTOPBIX MPOU3BEACHO WM BBIIEIECHO M3 OMOJIOTMYECKOr0 MCTOYHUKA M JUIS OHpEICICHHS
CBOWCTB M KayecTBa KOTOPHIX HEOOXoauMa KOMOWHAIMS OHOJOTHMYECKMX M (PU3MKO-XMMHUYECKHUX
meronoB. K OHOJOTMYECKHUM JICKApCTBEHHBIM TIperaparaM OTHOCATCS HMMYHOOMOJOTHYECKUe
JICKapCTBEHHBIE TIPeraparbl, JEKAapCTBEHHBIE Iperaparbl, MOJYyYCHHbIE M3 KpPOBH, IUIa3Mbl KPOBHU
YeJoBeKa M JKMBOTHBIX (32 HCKIIOYCHHEM LEIbHOW KPOBH), OMOTEXHOJIOTHYECKHE JIEKapCTBEHHBIC
npernaparsl, TeHOTEPANIEBTHUECKUE JICKAPCTBEHHbBIE MpPENapaThl, JIEKaPCTBEHHBIE MPErapaThl Ha OCHOBE
COMAaTHUYECKUX KIIETOK;

(n. 6.2 BBenen denepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03; B pen. denepaqbHOro 3aKoHa OT
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTUYHBIA JIEKAPCTBEHHBIH TpernapaT - reHOTepaneBTHUYECKUN JIeKapCTBEHHBIN
npenapaTr A MEJULMHCKOIO NMPUMEHEHUs, WIN JIEKapCTBEHHBIN IpernapaT Ha OCHOBE COMATHYECKUX
KJIETOK I MEIUIIMHCKOTO MPUMEHEHUs, WM TKAaHEWH)KEHEPHBII JIeKapCTBEHHBIN Npenapar (mpenapar
TKaHEBOW MH)KEHEPUH);

(. 6.3 BBenen denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7) HMMMYHOOMOJIOTMYECKHE JIEKapCTBEHHBIE IpermapaTrbl -  JIEKapCTBEHHBIE  IIpenaparsl,
NpeaAHa3HAUYCHHBIC JIA q)OpMI/IpOBaHI/Iﬂ AKTUBHOI'O HMJIM ITACCMBHOTO HMMMYHUTCTA 1100 JAUarHoCTUKHU
HUIMYMS ~ UMMYHUTETa MM JUArHOCTHUKU  CHEIU(PHUUECKOro  MPUOOPETEHHOr0  M3MEHEHHs
HMMYHOJIOTHYECKOT'O OTBETAa Ha AJUICPrU3upyronme BEUICCTBA. K I/IMMYHO6I/IOJ'IOFI/I'-ICCKI/IM
JIEKapCTBEHHBIM  TperapaTtaM  OTHOCATCS  BaKIMHBI,  AHATOKCHHBI,  TOKCHHBI,  CBIBOPOTKH,
MMMYHOTJIOOYJIMHBI U aJUIEPIeHBbI;

(m. 7 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

7.1) 6GMOTEXHOJIOTHYECKHE JIEKAPCTBEHHbIE TPeraparhl - JIEKApCTBEHHbIE MTPpenapaTsl, IPOU3BOICTBO
KOTOPBIX OCYIIECTBIISIETCS C UCTIOIb30BAHUEM OMOTEXHOJIOTHYECKUX MPOLIECCOB U METOJIOB (B TOM YHCIIE
JIHK-pekoMOMHAHTHON TEXHOJOTHH, TEXHOJIOTUHM KOHTPOJIUPYEMOW SKCIPECCHU T'€HOB, KOJIUPYIOLIUX
OMOJIOTUYECKH AaKTHBHbIE O€TKM B MPOKApHOTaX M DJyKapHOTax, BKIIOYass H3MEHEHHbIE KJIETKH
MJIEKOTHUTAOIINX ), THOPUIOMHOT'O METO/Ia M METO/1a MOHOKJIOHAJIBHBIX aHTHUTEI;

(n. 7.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
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7.2) TCHOTEpaleBTHYECKHE JIGKAPCTBEHHBIC TIpenaparbl -  JIEKAPCTBEHHBIC  IIpEraparsl,
(dapmareBTHuecKas CyOCTaHIMS KOTOPBIX SIBISETCS PEKOMOWHAHTHON HYKIIEMHOBOW KHCIOTOH WIIN
BKIIIOYaeT B ce0s PEKOMOMHAHTHYIO HYKICHHOBYH) KHCJIOTY, TIIO3BOJISIONIYI0 —OCYIIECTBISITh
peryaupoBaHue, penapaluio, 3aMeHy, J00aBJIeHHEe WU YalleHHe TeHETHUECKOW MOCIeI0BATEIbHOCTH;
(. 7.2 BBeaeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) HapKOTHYECKHE JIEKapCTBEHHBIC CPENICTBA - JIGKAPCTBEHHBIC NpenapaThl U (papmaneBTHUYECKHe
cyOCTaHIIMM, COAEp)KalllMe HApPKOTUYECKHE CpEICTBAa M BKIIOYEHHble B IlepedeHb HAPKOTHYECKHUX
CPEICTB, IICUXOTPOIIHBIX BEIIECTB M MX IPEKypCOpPOB, IOMIEKAIMX KOHTpoiro B Pocculickon
@Denepauyy, B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickoil denepanuu, MeEXAYHapOJHBIMU
norosopamu Pocculickort @enepanuy, B TOM yucie ENMHOM KOHBEHIMEW O HAPKOTHMYECKUX CPENCTBAaX
1961 rona;

9) ncuxoTponHbIE JEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHbIEC IpenapaTsl U (hapMaleBTHUECKUE
cyOCTaHIIMM, COJEp’Kallie ICUXOTPOIHBbIE BELIeCTBa W BKIIOYEHHble B IlepedyeHb HapKOTHYECKUX
CPEICTB, IICUXOTPOIIHBIX BEIIECTB M MX IPEKypCOpPOB, IOMJIEKAIIMX KOHTporo B Poccuiickoin
denepanyy, B COOTBETCTBMM C 3aKOHOjaTeslbcTBOM Poccuiickoil denepanuu, MexIyHapOIHBIMU
norosopamu Poccuiickoir denepannu, B ToM uucie KoHBeHIMEH O MCUXOTpomHbIX BemecTtBax 1971
rojia;

10) pagmodapmarieBTHUECKHE JICKAPCTBEHHBIC CPEICTBA - JICKAPCTBEHHBIC CPEICTBA, KOTOPHIC
coJZiep>KaT B TOTOBOM [UIsl MCIIOJIb30BaHUS (hOpME OJUH PAAMOHYKIH] WM HECKOJIBKO PaTMOHYKIHIOB
(paanoaKTUBHBIX U30TOTIOB);

10.1) opurvHanbHBIM JEKapCTBEHHBIM Mpemapar - JEKapCTBEHHbIM Ipermapar ¢ HOBBIM
JEHCTBYIOIMM BEIIECTBOM, KOTOpPBIM IEPBBIM 3aperucrpupoBaH B Poccuiickoin ®Pexepannu Wi B
MHOCTPAHHBIX TOCYIapCTBAX HA OCHOBAHUU PE3YJIbTATOB JOKIMHUUYECKUX MCCIEA0BAHNN JIEKAPCTBEHHBIX
CPEICTB U KIMHUYECKHX HCCIEI0OBAaHUI JIEKapCTBEHHBIX MPENapaToB, MOATBEPKAAIOIINX €ro KayecTBo,
3¢ (HeKTUBHOCTH U 0€30MaCHOCTB;

(. 10.1 BBenen PenepasbHbIM 3aKk0HOM OT 27.12.2019 N 475-D3)

11) pedepeHTHBIN JeKapCTBEHHBIN MpenapaT - JIeKapCTBEHHBIN MpermapaT, KOTOPbI HCIOIb3yeTcs
JUISL OLICHKU OMOSKBHUBAJIEHTHOCTH WJIM T€PANeBTUUECKON SKBUBAJICHTHOCTH, KaueCcTBa, 3(HEKTUBHOCTH U
0€30IaCHOCTH BOCIIPOU3BEJCHHOTO JIEKaPCTBEHHOIO MpernapaTta Wik OMOaHaJoroBoro (6Momnogo0HOro)
JIEKapCTBEHHOTO Tipenapara (6uoananora). B xauecTBe peepeHTHOro JEKapCTBEHHOTO Mpernapara Jis
MEIHUIIMHCKOTO TPUMEHEHHsI HCIIONb3yeTCs OpPUTHHANBHBIN JIEKapCTBEHHBIA mpemapar Jubo, eciu
OpUTHHAJIbHBIA JIEKApCTBEHHBIM Mpernapar He 3aperiucTpupoBaH MM HE HAXOAWTCS B o0opoTe B
Poccuiickoit ®enepanyy 1 He HaXOIUTCS B 000pPOTE€ B MHOCTPAHHBIX I'OCYJapCTBaX, BOCIIPOU3BEICHHBIN
JIEKapCTBEHHBIN IMpenapaT Wik O1oaHaIOTroBbI (OMOMO00HBIN) JeKapCTBEHHBIN mpenapat (6rnoaHaior),
KOTOPBIM TEpBBIM 3aperucTpUpPOBaH M3 YHMCIAa HaxoJsdmuxcs B obopore B Poccuiickoit ®enepanuu,
OMOPKBUBAJICHTHOCTh WJIM  TEpaneBTUYECKas HKBUBAJEHTHOCTb, KadyecTBO, J3()PEeKTUBHOCTH U
0€30MaCHOCTh KOTOPOT'O OL[EHUBAJIKCH 110 OTHOLICHHUIO K OPUTHHAIBHOMY JI€KapCTBEHHOMY Ipenapary, a
TaKke KadecTBO, OS(PPEeKTHBHOCTP M O€30MACHOCTh KOTOPOTO TOATBEPKAAIOTCS PE3yJIbTaTaMHu
(dapmakoHag30pa M MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPENCTB, HAXOJSIIMXCS B TPakKIaHCKOM
000poTe, YCTaHOBIIEHHBIM TpeOOBaHMSIM K UX KadecTBy. B kauecTBe pedepeHTHOro JekapCTBEHHOTO
npenapara il BETEPUHAPHOTO TMPUMEHEHHS UCIOJIb3yeTCsl JIGKApCTBEHHBIM Mpemapar — Jajs
BETEPUHAPHOTO TIPUMEHEHUS, 3aperucTpupoBaHHbli B Poccuiickoii @enepanud Ha OCHOBaHUHU
pEe3yIabTAaTOB JIOKJIMHUYECKUX HCCIEIOBAHUM JEKAPCTBEHHBIX CPEACTB M KIMHMYECKUX HCCIEIOBaHUMN
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"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

JIEKapCTBEHHBIX IPETapaToB, MOATBEPIKIAIONINX €T0 KauecTBO, 3P PEKTUBHOCTH U OE30MIaCHOCTH;
(n. 11 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12) Bocpou3BeICHHBII JIEKAPCTBEHHBIN Mpenapar - JeKapCTBEHHbIN MpenapaT sl MEAUIIMHCKOTO
MPUMECHECHHS, KOTOPBIH HWMEET OKBHBAJICHTHBIH pedEepPeHTHOMY JIEKAPCTBEHHOMY  Ipemapary
KaueCTBEHHBbIM COCTaB M KOJMYECTBEHHBIM COCTAaB JCHCTBYIOLIUMX BEIIECTB B 3KBHUBAJICHTHOU
JIEKapCTBECHHON (opMe, MO0 JEKApPCTBEHHBIN Mpenapar A BETEPUHAPHOTO MPUMEHEHHS, KOTOPBIHA
MMEeT TaKue 3Ke, 4YTO U pedepeHTHBIN JIeKapCTBEHHBIM IMpernapaT, KadyeCTBEHHBIM COCTaB H
KOJIMYECTBEHHBI  COCTaB  JICWCTBYIOIIMX BEIMIECTB B TaKOH Ke JIeKapCTBEHHOU  Qopwme,
OMOPKBUBAJIICHTHOCTh  WJIM  TepaleBTUYECKass HAKBUBAJIEHTHOCTh KOTOPBIX  COOTBETCTBYIOLIEMY
pedepeHTHOMY JICKapCTBEHHOMY IpernapaTy MOATBEPKICHA COOTBETCTBYIOIIIMMH UCCIICIOBAaHUSIMU;

(m. 12 B pen. denepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

12.1) TepaneBTHYECKasi 3KBUBAJIECHTHOCTh JIEKAPCTBEHHBIX MPENApaToOB - JOCTH)KEHNUE KIMHUYECKU
COIIOCTAaBUMBIX TepaneBTUYecKoro s¢dexra M mnokaszarened 3((HEeKTUBHOCTH U 0Oe30MacHOCTH MpHU
IIPUMEHEHUH JICKAPCTBEHHBIX IpPENaparoB JJIsi MEIUIMHCKOrO MPUMEHEHUS, HMMEIOIIUX OJIHO
MEXJIYHapOJAHOE HEMAaTeHTOBAaHHOE (WIM XHMHUYECKOe, MM TIpYyNIHPOBOYHOE) HAUMEHOBAaHME, B
SKBUBAJICHTHBIX JI03UPOBKAaX IO OAHMM U TEM K€ MOKa3aHUSAM K NPUMEHEHUI0 U NpPU OJUHAKOBOM
crioco0e BBEJIEHHs Y OAHOM U TOM ke TPYIIbI OOIbHBIX;

(m. 12.1 B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) GuoaHanoroBwlii (OMOMOMOOHBIN) JEKAPCTBEHHBIN Ipenapar (OMoaHaor) - OMOJOTHYCCKHUI
JICKapCTBCHHBIN TIperapar, CXO0XHH 1Mo TapaMerpaM KadecTBa, 3((EKTHBHOCTH M 0O€30MacHOCTH C
pedepeHTHBIM OHOJOTHYECKHM JIEKApPCTBEHHBIM MpernapaToM B TaKOMl e JeKapCTBEHHOH dopme u
MMEIONINH HIEHTUYHBINA cII0cOo0 BBEICHUS
(m. 12.2 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.3) B3ammo3aMeHsieMblil JIEKApCTBEHHBIN IpernapaT - JEKapCTBEHHbIN IpemnapaT ¢ JOKa3aHHOU
TEPaNeBTUUECKOW HKBUBAIEHTHOCTbIO MM OMOIKBHUBAJIEHTHOCTHIO B OTHOIIEHUH pedepeHTHOro
JIEKapCTBEHHOI'O IpernapaTa, UMEIOIINN SKBUBAJIEHTHBIE €My Ka4€CTBEHHBIN COCTaB U KOJIMYECTBEHHBIN
COCTaB JECUCTBYIOIIUX BEIIECTB, COCTAB BCIIOMOIAaTEIbHBIX BEILIECTB, JEKAPCTBEHHYIO (OpMy U crocod
BBEJICHUS;

(m. 12.3 BBenen PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

12.4) OHODKBUBAJEHTHOCTh JIEKAPCTBEHHBIX IMPENapaToB - JIOCTH)KEHHWE COMNOCTaBUMBIX
IIOKa3aTeJIe CKOPOCTH BCAChIBaHUSA, CTENEHU MOCTYIUIEHHS K MECTY JEUCTBHUS U CKOPOCTH BBIBEICHMS
OJIHOTO WJIM HECKOJBKHUX O0Jafarouux (HhapMaKoIOTHYecKO aKTUBHOCTBIO JEHCTBYIOIINX BELIECTB MpU
IIPUMEHEHUH JIEKAPCTBEHHBIX IpPENaparoB I MEIUIMHCKOTO TNPUMEHEHUS, HMMEIOIIHUX OJIHO
MEXIyHapOJAHOE HENaTeHTOBaHHOE (MM XMMHUYECKOe, WU TPYyNIHPOBOYHOE) HAWMEHOBaHHUE, B
HKBUBAJICHTHBIX O3UPOBKAX M MPH OJIMHAKOBOM CIIOCOOE BBEICHHUS;

(. 12.4 BBenen PenepasibHbIM 3aKOHOM OT 27.12.2019 N 475-D3)

13) JICKAPCTBCHHOC PACTUTCIBHOC CBIPHC - CBCKHUC HJIM BBICYHICHHBIC PACTCHHA 0o ux 4qacTu,
HCIIOJIB3YEMBIC JIJIAI MPOU3BOJACTBA JICKAPCTBCHHBIX CPCACTB OpraHu3alvsMud - IIPOU3BOAUTCIAMHA
JICKApCTBCHHBIX CPCACTB HJIM U3TOTOBJICHHUA JICKAPCTBCHHLIX IMPCIIAPATOB AllTCYHBIMU OpraHHU3alUsAMU,
BC€TCPUHAPHBIMH allTCYHBIMU OpraHu3alluiaIMH, WHAUBUAYAJIbHBIMU MPEANTPUHUMATCIIIMU, UMCIOIIUMU
JIUIICH3UIO Ha (I)apMaI_[eBTI/I‘-ICCKYIO ACATCIIBHOCTD,
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

14) nexapCTBEHHBIH PACTUTEIBHBIM Ipermapar - JIGKApCTBEHHBIM MperapaT, MPOW3BEICHHBIN WITH
W3TOTOBJICHHBIM U3 OJHOTO BUJIA JICKAPCTBEHHOTO PACTUTEIBLHOIO ChIPhS MJIM HECKOJIbKUX BHJIOB TaKOTO
CBIPBS M pean3yeMblil B pac)acOBaHHOM BHUJIE BO BTOPUYHON (OTPEOUTENbCKOI) YIIaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHbIN IIpenapar, IPOU3BEICHHbBIN WIH
U3rOTOBJICHHBI U3  (apManeBTUYECKOM cyOcTaHiuu wWin  (papManeBTHUYECKUX CyOCTaHIMM B
COOTBETCTBHH C TpeOOBaHHAMH OOIIMX (papMakoNeHHBIX cTaTeld K TOMEONaTUYECKHM JIEKapCTBEHHBIM
mpernaparaM WIM B COOTBETCTBHHM C TpeOOBaHMAMM (apMakoled CTpaHbl IMPOU3BOAUTEINS TaKOI'o
JIEKApCTBEHHOIO IIperapara;

(. 15 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

16) MexIyHApOHOE HEITATEHTOBAHHOE HAaWMMEHOBAHHE JICKAPCTBEHHOTO CPEJICTBA - HAMMCHOBAHHE
JCUCTBYIOIIEr0  BemiecTBa  (hapMaleBTHUECKOW  CyOCTaHIIMM, PEKOMEHIIOBaHHOE  BcemupHOU
OpraHu3aIyel 3[paBOOXPAHCHHUS;

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

17) ToproBoe HaMMEHOBAaHHE JICKAPCTBEHHOTO CPEACTBA - HAWMEHOBAaHUE JIEKAPCTBEHHOTO
CpeICTBa, NPUCBOCHHOE €ro pa3padOTYMKOM, JEp)KaTeleM WU BIIAJENbIEM pPErHCTPAMOHHOTO
YIO0CTOBEPEHUS JIEKAPCTBEHHOTO TIpenapara;

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

17.1) rpynnupoBOYHOE HAUMEHOBAaHUE JIEKAPCTBEHHOI'O  Ipernapara - HaWMEHOBaHHE
JIEKapCTBEHHOI'0 Ipernapara, He MMEIOIIEro MeKIYHapOJHOIr0 HENaTeHTOBAHHOIO HAaHMMEHOBAHMS, WU
KOMOMHAIMM JIEKAaPCTBEHHBIX MPENapaTroB, UCHOIb3yEMOE B IENAX OOBEIWHEHUS UX B TPYyHIy O]
€IMHBIM HAaMMEHOBAaHUEM HCXO0/Is U3 OAMHAKOBOIO COCTaBa ACHCTBYIOLIMX BEILECTB;

(n. 17.1 BBenen PenepasbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

18) obmas dapmakoneitHas cTaThs - JOKYMEHT, YTBEPKICHHBINA YIIOTHOMOUYEHHBIM (heepambHbIM
OpraHOM HCTIOJHUTEIBHOM BJIACTH M COJEpPKAIMU TEepedyeHb MoKa3aTelied KauecTBa W (MJIM) METOJIOB
KOHTPOJSl KadyecTBa KOHKPETHOW JIEKapCTBEHHON (OpPMBI, JIEKAPCTBEHHOTO PACTHUTENBHOTO ChHIPbS,
BCIIOMOTaTENIbHBIX BEIIECTB, OMNMUCAHUA OWOJOTHYECKUX, OHOXUMUUYECKUX, MHUKPOOUOIOTHUYECKHUX,
(U3UKO-XUMHYECKUX, (PU3HUECKUX, XUMHUUECKUX U JIPYTUX METOJIOB aHaIM3a JEKapCTBEHHOTO CPE/ICTBRA,
a Takke TpeOOBaHUS K MCIIOIb3YEMBIM B IIEJIAX MPOBEIACHUS TAHHOTO aHAJIM3a PEaKTUBAaM, TUTPOBAHHBIM
pacTBOpam, HHAUKATOPaM;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-03)

19) dapmakoneitHas craThsd - JOKYMEHT, YTBEP)KIEHHBIH YIMOTHOMOYEHHBIM (enepanbHbIM
OpraHOM MCTIOJIHUTEILHOM BJIACTH M COJIEP KAl TIepeueHb MoKa3aTele KadeCcTBa U METOJ0B KOHTPOJIS
KauecTBa JIEKAPCTBEHHOTO CPEJCTBA, JIEKAPCTBEHHOI'O PACTUTENBHOIO ChIPbS, BCIOMOTATEIbHBIX
BEIIECTB;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 30.01.2024 N 1-D3)

19.1) crangapTHBIe 00pa3Ilbl - BEIIECTBA, TOCPEICTBOM CPAaBHEHHS C KOTOPHIMHU OCYIIIECTBIISETCS
KOHTPOJb KayecTBa HCCIEAYyEeMbIX JIEKAPCTBEHHBIX CPEACTB C TOMOIMIbIO (PHU3UKO-XUMUYECKUX U
OMOJIOTUYECKNX METOJIOB B IEJISIX TIOATBEPIKIACHUS COOTBETCTBHSI JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSM
HOPMaTHUBHOM JOKYMEHTAIIMH, YCTAHOBJIEHHBIM MPU OCYIIECTBICHUH T'OCYJIapCTBEHHOM pEerucTpaluu, u
KOTOpBIE TPHUMEHSIOTCS Il KaJuOPOBKH CTaHAAPTHBIX OOpAa3IOB MPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB, HCIIOJIb3YEeMbIX /JIsi KOHTPOJs KadecTBa M MHBIX IIelied MpU OOpalleHHH JIeKapCTBEHHBIX
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CPEACTB;
(m. 19.1 BBenen PenepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakoreiHplii CTaHAAPTHBIM 00pa3el] - CTaHAApTHBIA o00pasel, NPOU3BEICHHBIH B
COOTBETCTBHH C (hapMaKONEHHON CTaTbeH;
(. 19.2 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

20) HOpMaTHBHas JOKyMEHTallUsg - JOKYMEHT, COJAEpXkallluii IepeyeHb OIpPEeAEIsieMbIX IIO0
pe3yJbTaTaM COOTBETCTBYIOIIMX SKCIEPTU3 IIOKa3aTesell KauecTBa JIEKAPCTBEHHOIO CpPEACTBA s
MEIULIMHCKOTO IPUMEHEHUSI, METOJI0OB KOHTPOJISL €r0 Ka4ecTBa U yCTAHOBJIEHHBIN €r0 POU3BOIUTENIEM;

21) HOPMATUBHBINA JOKYMEHT - TOKYMEHT, COJepKAl1il epeyeHb ONpeessieMbIX 0 pe3ysbTraTam
COOTBETCTBYIOIIMX JKCHEPTHU3 IIOKa3aTesleld KauecTBa U (WJIM) METOJOB KOHTpPOJISI KadyecTBa
JeKapCcTBEHHOM  (opMbl, omucaHus OMOJIOTMYECKHUX, OMOXMMHYECKUX, MHKPOOHUOIOTHYECKUX,
(U3NKO-XUMHUYECKUX, (PU3UUECKUX, XUMUUECKUX W JIPYTHMX METOJIOB aHAlM3a JIGKAPCTBEHHBIX CPEJICTB
IUIs BETEPUHAPHOTO NPUMEHEHUs], TPeOOBaHUS K UCHOJIb3YEMbIM B LIEJSIX NPOBEJCHUS JAHHOTO aHAJIM3a
peakTuBaM, TUTPOBAHHBIM PacTBOPaM, HHAMKATOPaM U YCTAHOBJIEHHBIN €r0 POU3BOAUTENIEM;

21.1) oOumii TEeXHUYECKHH MOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTe€pUalIOB, COCTOSIIUN U3
HECKOJIbKMX  pPa3felioB -  JOKyMEHTAllMd  aJIMUHHCTPATUBHOTO  XapaKTepa,  XUMHYECKOM,
dapmaiieBTHUECKO U OHMOJOrMYECKON JOKYMEHTaluH, (PapMakoIOruuecKoil, TOKCHUKOJIOTUYECKOM
JOKyMEHTAIlMW, KJIMHUYECKOW JOKYMEHTAIIMH W TPEACTABISIEMBbIM OJHOBPEMEHHO C 3asBIICHUEM O
roCy/IapCTBEHHON PETUCTPALIUU JIEKApCTBEHHOTO Mpernapara i MeJUIIMHCKOTo IpUMEHEeHHs B ¢popmare,
YCTaHOBJICHHOM YIIOJTHOMOYEHHBIM (peiepaIbHbIM OpPraHOM HCTIOJHUTEIHHOM BIACTH;

(m. 21.1 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) Ka4ecTBO JIEKAPCTBEHHOT'O CPEJICTBA - COOTBETCTBHUE JIEKAPCTBEHHOT'O CPEJICTBA TPEOOBAHUSIM
(bapmakorneiHol cTaTby MO0 B Cllydae ee OTCYTCTBUS HOPMATUBHON JOKYMEHTAIIUU I HOPMATHUBHOTO
JIOKYMEHTAa;

23) 0e30MmacHOCTh JICKAPCTBCHHOTO CPCACTBA - XapaKTCpUCTHUKA JICKAPCTBECHHOI'0 CpCIACTBa,
OCHOBAHHAasA Ha CPAaBHUTCIIbBHOM aHAJIN3EC €ro 3(1)(1)€KTI/IBHOCTI/I H pyUCKa MPpUYUHCHHA BpEaa 3J0POBbIO,

24) >peKTUBHOCTh JEKApCTBEHHOIO Nperapara - XapaKTepPUCTHKA CTENEeHU IOJI0XKUTEIbHOTO
BJIUSHUSL JIEKAPCTBEHHOI'O IIpernapara Ha Te4YeHHe, NPOAODKUTEIBHOCTh 3a00JeBaHUsl WU  €ro
IIpeJOTBpalleHNe, peabuINTaIuIo, Ha COXpaHEeHUe, ITPeI0TBpallleHHe WK IpepbIBaHie OEpEMEHHOCTH;

25) cepusi IEKapCTBEHHOTO CPEJICTBA - KOJUYECTBO JIGKAPCTBEHHOTO CPENICTBA, MPOM3BEICHHOE B
pe3yIbTaTe OJJHOTO TEXHOJIOTHYECKOTO IIKJIA €r0 MPOU3BOIUTEIIEM;

26) perucTpaiMoHHOE YJOCTOBEpEHHE JIEKapCTBEHHOI'O Mperapara - 3allich B rOCyAapCTBEHHOM
peecTpe  JIEKapCTBEHHBIX CPEACTB, MOATBEpXKJaromias (akT TOCYJapCTBEHHOH  perucrpanuu
JIEKapCTBEHHOTI'O MpernapaTta, u (WIn) JOKYMEHT, MOATBEPKAAIOIINN (DaKT rocyJapCTBEHHOM perucrpaiuu
(perucTparum) JeKapcTBEHHOTO Mpernapara;

(. 26 B pen. @enepanpuoro 3akona oT 30.01.2024 N 1-D3)

26.1) ngepxartenb WU BIaJeNiel] PeruCTPAllMOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOTO IMperapara -
pa3paboOTUMK JIEKAPCTBEHHOTO CPEACTBA, MPOM3BOAUTENh JIEKAPCTBEHHBIX CPEJACTB WJIM HWHOE
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IOpUMYECKOe JIUIO, OOJajaroniee MpaBOM BIAJCHHUS PETHCTPALMOHHBIM YJOCTOBEPEHHEM, KOTOpHIE
HECYT OTBETCTBEHHOCTh 32 KaueCTBO, 3()(h)eKTUBHOCTH M O€30MaCHOCTh JIEKAPCTBEHHOTO IIpenapaTa;
(. 26.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpanMoHHbBII HOMEp - KOJOBOE 0003HAYCHHE, TPUCBOSHHOE JICKAPCTBEHHOMY IMpenapary
IIPH €T0 rOCyIapCTBEHHON PErHCTPALlUU HITH PETUCTPAIIHH;
(B pen. @enepansroro 3akona ot 30.01.2024 N 1-D3)

28) oOpaiieHue JIEKapCTBEHHBIX CPEACTB - pa3paboTKa, JOKIMHUYECKHUE HCCIEeIOBaHMUS,
KJIIMHUYECKHE HUCCIEJOBaHMs, DKCIEPTHU3a, TOCYJAapCTBEHHAs pErucTpauus WIM perucrpanus,
CTaHJapTH3alUs U KOHTPOJIb KayecTBa, MPOU3BOJCTBO, M3TOTOBJICHHE, XpaHEHHE, IEepeBO3Ka, BBO3 B
Poccuiickyro ®@enepanuro, BbiB03 U3 Poccuiickorn Penepannu, pexkiiama, OTIyCK, peanu3aius, nepeaaya,
MIPUMEHEHHE, YHUYTOKEHUE JIEKAPCTBEHHBIX CPE/ICTB;

(B pen. @exnepanbubix 3aKk0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

29) cyObekTbl oOpalleHHsl JEKapCTBEHHBIX CpPEACTB - (U3WYECKUE JHUIla, B TOM UHUCIE
WHJMBUyAIbHBIC TMPEANPUHUMATENIHN, W OPUAUYECKHE JIMIA, OCYIIECTBISIONIUE ACATEIBHOCTD IpHU
oOpallleHuH JIEKApCTBEHHBIX CPEJICTB;

30) pa3paboTUUK JICKAPCTBEHHOTO CPEJICTBA - OpraHu3aIys, 00Ia1amas mpaBaMyl Ha Pe3yJIbTaThl
JNOKIIMHUYECKUX  HWCCICNOBAaHMW  JIGKAPCTBEHHOTO  CPEICTBA,  KIMHUYECKHX  HMCCIICIOBaHUMN
JIEKApCTBEHHOTO Mpernapara U (W) Ha TEXHOJIOTHIO MPOU3BOCTBA JIEKAPCTBEHHOTO CPEACTBA;

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

31) mpoM3BOACTBO JIEKAPCTBEHHBIX CPEACTB - NEATEIBHOCTh MO TMPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEACTB OPraHU3ALUSAMU - NPOU3BOAUTEISAMU JIEKAPCTBEHHBIX CPEACTB HA OJHOM CTaIUU, HECKOJBKHUX
WA BCEX CTAUAX TEXHOJIOTHMYECKOTO MpOIecca, a TAKKE MO XPAHCHUIO U pEeaIM3alu TPOU3BEAECHHBIX
JIEKaPCTBEHHBIX CPEJICTB;

31.1) npou3BoACTBEHHAs TIJIOMIAKA - TEPPUTOPUATIBEHO 000COOJICHHBIM KOMIUIEKC MPOU3BOIUTENS
JIEKApPCTBEHHBIX CPEACTB, MpPEIHA3HAUYECHHBIM JJI1 BBIIOJHEHHMS BCEro IMpolecca IMPOU3BOJICTBA
JIEKApCTBEHHBIX CPEJICTB WJIM €r0 OMPEICICHHON CTa/INH;

(m. 31.1 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

32) npou3BOAMTEND JEKAPCTBEHHBIX CPEACTB - OpPraHM3allMsl, OCYIIECTBIISIOIIAs MPOU3BOICTBO
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUM € TPeOOBaHUAMM HacTosero denepanbHOTO 3aKOHA;

33) dbapmaneBTHUecKas AATEIBHOCTD - AESTENBHOCTD, BKJIIOYAIONIAS B CE0sI ONTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMH ~ CPEJCTBAMH, WX XpaHEHHe, TMepeBO3KYy M (WIM) PO3HUYHYIO TOPTOBIIO
JICKApCTBCHHBIMU IIpCriapaTaMy, B TOM YHUCIC IUCTAHIMOHHBIM CHOCO6OM, HUX OTIOYCK, XpaHCHHE,
NIEPEBO3KY, U3TOTOBIIEHHUE JEKAPCTBEHHBIX MPENapaToB;

(B pen. ®enepanbHoro 3akoHa ot 03.04.2020 N 105-03)

34) opraHu3anusa OITOBOM TOProBJin  JICKAPCTBCHHBIMU cpeacTrBaMu - opraHusanus,
OCYHICCTBIIAIOIIAA OITOBYIO TOPTOBJIIO JICKAPCTBECHHBIMU CPCACTBAMH, HX XPaHCHHUEC, IICPCBO3KY B
COOTBCTCTBHHU C Tpe6OBaHI/I$IMI/I HaCTOAIICTO CDCIIepaJ'IBHOFO 3aKOHa,

35) amTeuHas opraHu3anUs - OpraHu3alys, CTPYKTypHOE TMOApa3JeleHne MeAUIIMHCKON

CrpaHuua 9 u3 163
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"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

OpraHM3aLHH, OCYIIECTBISIOIINE PO3HHMYHYIO TOPTOBIIO JICKAPCTBEHHBIMH ITIperapaTaMy, B TOM YHCIIE
JTMCTAaHIIMOHHBIM CIIOCOOOM, XpaHEHHE, IEPEBO3KY, M3TOTOBJICHUE M OTIYCK JIEKAPCTBEHHBIX MPENapaToB
IUISL MEMIIUHCKOTO IIPUMEHEHHS B COOTBETCTBHH C TPeOOBaHUAMH HacTosiero deaepaabHOTo 3aK0HA;
(B pen. @enepanbHbix 3aKk0HOB 0T 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

36) BeTepuHapHas anTe4yHas OpraHW3alUsl - OpPraHu3alysi, CTPYKTypHOE TOApa3/elieHHe
BETEPUHAPHOM OPraHMU3alUU, OCYLIECTBIIAIOINE POSHUYHYIO TOPTOBIIIO JEKAPCTBEHHBIMU IIpEeNapaTaMH,
B TOM YHCJIE JUCTAaHIMOHHBIM CIIOCOOOM, XpaHEHHE, H3TOTOBJICHHE W OTIYCK JIEKapCTBEHHBIX
npemnaparoB [jid BCTCPUHAPHOI'O HNPUMCHCHHA B COOTBCTCTBUH C Tpe60BaHI/ISIMI/I HaCToAImEeTo
denepanbHOTO 3aKOHA;

(B pen. @exnepanbHoro 3akoHa ot 03.04.2020 N 105-03)

37) panbcupuImMpoBaHHOE JIEKAPCTBEHHOE CPEIICTBO - JIEKAPCTBEHHOE CPEJICTBO, COMPOBOKIAEMOE
JIO)KHOU MH(pOpMaIHeid 0 ero coctaBe U (WIN) IMPOU3BOIUTEIIE;

38) HemoOpOKayecTBEHHOE JIEKApCTBEHHOE CpPEICTBO - JIGKAPCTBEHHOE CpPEACTBO, HE
COOTBETCTBYIOIIEEe TPeOOBaHUAM (HapMAKOIICHHON CTaThU JINOO B Cllydae €€ OTCYTCTBHUSI TPEOOBAHUSIM
HOPMATUBHOI TIOKyMEHTAIlUU W1 HOPMAaTUBHOTO TOKYMEHTA;

39) koHTpadakTHOE JEKAPCTBEHHOE CPEJCTBO - JICKAPCTBEHHOE CPEACTBO, HAXOAIIEECS B 000pOTE
C HapyIICHUEM IPaXJIaHCKOTO 3aKOHOIATEIIbCTBA;

40)  DOKIMHUYECKOE  MCCIIEIOBAaHHWE  JICKAPCTBEHHOTO  CpPEACTBA -  OHMOJOTUYECKHE,
MHUKpPOOHUOIOTHYECKHE, UMMYHOJIOTHYECKHE, TOKCHUKOJIOTHYeCKue, (apMakolorudeckue, (Ppu3nyecKue,
XUMHUYCCKUEC U JPYTru€ UCCICAOBAHUA JICKAPCTBEHHOT'O CPEACTBA MYTEM IMPUMCHCHWA HAYUYHBIX METOA0B
OILICHOK B LIEJISIX TIOMy4YeHUs OKa3aTeNbCTB O€30MacHOCTH, KauecTBa M 3((HEKTUBHOCTH JIEKAPCTBEHHOTO
CpeACTBa;

41) KJIMHUYECKOE MCCIIEJOBAaHUE JIEKAPCTBEHHOIO IIpernapara - M3y4YeHHE AMarHOCTHYECKHX,
Je4eOHBIX, MPOPUIAKTUIECKUX, (PapMaKOJIOTHYECKHX CBOWCTB JIEKAPCTBEHHOTO IpernapaTa B Ipolecce
€ro NPHUMEHEHHUS Yy 4YeNIOBEKAa, JKMBOTHOIO, B TOM YHUCIIE IPOLECCOB BCACHIBAHUS, PACIPEIECIICHHUS,
HU3MCHCHUA W BBIBCACHUA, IIYTCM IMPUMCHCHUA HAYYHBIX MCTOJOB OICHOK B LCIAX ITOJYUCHUA
JI0Ka3aTeNbCcTB OE30MaCHOCTH, KadecTBa M 3((EKTUBHOCTH JICKapCTBEHHOTO IpenapaTa, JAHHBIX O
HCKCIATCIbHBIX PCaKIUAX OpraHudMa UYCJIOBCKA, XHWBOTHOrO Ha MNPHUMCHCHHUE JICKAPCTBECHHOIO
npenapara U o0 3¢p¢dexre ero B3aUMOJCHCTBUSA C APYTUMH JIEKApCTBEHHBIMH IpernapataMu U (WiIH)
IMUIICBBIMHA IIPOAYKTAMH, KOpMaMU,

42) MHOT'OIICHTPOBOC KIIMHUYCCKOC HCCICAOBAHUC JICKAPCTBCHHOI'O IIpC€riapaTta AJjid MCAUIIUHCKOI'O
MNPUMEHCHUA - KIIMHHYECKOC HCCICAOBAHUEC JICKAPCTBCHHOI'O0 IIpfrapara [mjiId MCAUIUHCKOTO
MPUMCHCHUS, ITPOBOANMOC pa3pa6OT‘-II/IKOM JICKApCTBCHHOT'O IIpeliapaTa B ABYX U Ooiee MCIHUIMHCKUX
opramm3anuvsax 1Mo €AMHOMY IPOTOKOJIY KIIMHUYECKOT'O UCCICIO0OBAHUSA JICKAPCTBCHHOI'O ITpeIiapara,

43) MCKAYHAPOAHOC MHOT'OLICHTPOBOC KIIMHHUYCCKOC HCCICIOBAHHUC JICKAPCTBCHHOT'O IIpCIlapara
AJd MEAUIUHCKOTO MPUMCHCHHSA - KIMHUYCCKOC MCCICIOBAHUE JICKAPCTBCHHOT'O IIpfriapara I
MCIUIIUHCKOI'O MPUMCHCHUA, TTPOBOAUMOC pa3p3.60T‘-II/IKOM JICKAPCTBCHHOI'O IIpfrapaTta B Pa3IMYHBIX
CTpaHax Mo €AMHOMY IIPOTOKOJIY KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOT'O ITPEriapara;

44) MOCTPCTUCTPAIMOHHOC KIIMHUYCCKOC HCCICAOBAHHUC JICKAPCTBCHHOI'O TIIpflapara IJId

CrpaHuua 10 u3 163



®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

MEIUIIMHCKOTO MPUMEHEHUsS - KIMHUYECKOEe HCCIIEeIOBaHUE JIEKAapCTBEHHOIO IMperapara Juis
MEIUIIMHCKOTO TPUMEHEHUS, TPOBOJAMMOE MPOU3BOIUTENIEM JICKAPCTBEHHOTO IMpemnapara, IpaxIaHCKHA
000pOT KOTOPOTO OCYHIECTBIISIETCSI MOCIE TOCYIapCTBEHHOM PETUCTPAllMU WM PErucTpalyu, B LEJsIX
JIOTIOJTHUTEIHPHOTO cOOpa JAaHHBIX O €ro 0e30macHOCTH U I(P(PEKTUBHOCTH, PACHIMPEHUS MOKAa3aHUU K
MIPUMEHEHHUIO JTAHHOTO JIEKAPCTBEHHOI'O IIperapara, a TaKKe BbBISBICHUS HEXKeJIaTeNbHBIX pPEeaKIIHii
MaIMEeHTOB Ha €ro JICHCTBHUE,

(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

45) wuccrnenoBaHue OWOIKBHUBAJICHTHOCTH JICKQPCTBEHHOTO TIperapara - BHUA KIMHHYECKOTO
WCCIICIOBaHMSI JICKAPCTBEHHOTO Tpernapara, MpOBEJACHUE KOTOPOTO OCYIIECTBIISICTCS JIJISl ONpPEeIICHUS
CKOPOCTH BCACHIBaHHSI W BBIBEJCHHUS OJHOTO WM HECKOJIBKUX oOOnamaromux (apMaKoJIOTHIeCKOM
AKTUBHOCTBHIO JICHCTBYIOIIMX BEHIECTB, KOJUYECTBA JICKAPCTBEHHOI'O IMperapara, JIOCTUTAOIIETO
CHUCTEMHOTO KPOBOTOKA, M PE3yJIbTaThl KOTOPOTO TO3BOJISIOT CHEIaTh BBIBOJ O OMOIKBHBAJIICHTHOCTU
BOCIIPOU3BEIICHHOTO JIEKAPCTBEHHOT'O Mperapara B ONPEIeICHHBIX JEKAapCTBCHHON (opMe u J03UpOBKeE,
COOTBETCTBYIOIIUX (hOpME U JO3UPOBKE pePepeHTHOrO JIEKAPCTBEHHOTO MPETapara;

(. 45 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

46) wuccnenoBaHHE TEPANEBTUUYECKONM SKBUBAJIEHTHOCTU JIEKAPCTBEHHBIX IpENapaToB - BHJ
KJIMHUYECKOTO MCCIIEA0BaHUS JIEKAPCTBEHHBIX MPENaparoB, MPOBEACHNUE KOTOPOTO OCYIIECTBISETCS IS
BBISIBIICHUS OJTMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENapaToB ONpeAeICHHOMN JIEKapCTBEHHOW (POPMEI, a
TaKke HAJIM4YMs OJMHAKOBBIX IOKazaTened Oe3omacHOCTH M 3(P(GEKTHBHOCTH JIEKApPCTBEHHBIX
MperapaToB, OJJMHAKOBBIX KIMHUYECKHX 3(P(PEKTOB MpH X MPUMEHEHHH;

47) mpOoTOKOJ KJIMHUYECKOTO MCCIIEOBAaHUS JICKApPCTBEHHOI'O Ipernapara - JOKYMEHT, B KOTOPOM
OTIpeENAI0OTCS 1eNu, (POPMBI OpraHU3alMi U METOA0JOTHS MPOBEAEHUS KIMHUYECKOTO HCCIEA0BAHNUS,
CTaTUCTHYECKHE METO/bl 00pabOTKM pe3yNbTaTOB TaKOro HCCIEIOBaHHUS M MeEphbl MO 00eCHeYeHMIO
0e30macHOCTH (PU3MYECKUX JIML, YYacTBYIOIIUX B KIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOIO
Ipernapara;

48) Oporrtopa UCCIeNOBaTeNs - CBOJHOE U3JI0KEHUE PE3YIHTATOB JIOKIMHUYECKOTO UCCIEAOBAHUS
JIEKapCTBEHHOTO CPEICTBa W  KIMHUYECKOTO HCCIEIOBaHUS JIGKQPCTBEHHOTO Tpernapara Jyis
MCIUIIMHCKOI'O IPUMCHCHUA

49) uHpOpPMALIMOHHBIN JTUCTOK MAllUEHTa - JOKYMEHT, B KOTOPOM COJIEpKATCs B IOCTYIMHOH (opme
CBEJICHUs, KacCarollrecs IPOBOJMMOIO KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOIO IIpenapara, u B
¢dopmMe DIEKTPOHHOTO JOKYMEHTA, MOJMMCAHHOIO MAIMeHTOM (€ro 3aKOHHBIM MpPEACTaBUTENEM) C
HCIOJIb30BAaHUEM YCUJICHHON KBaJU(UIIMPOBAHHONW AJIEKTPOHHOW MOJMUCH WIIM MPOCTOM 3JIEKTPOHHOU
MOJITMCH TOCPEJICTBOM NPUMEHEHHS €IWHOW CHCTEMbl WACHTH(PHUKAIMK U ayTCHTU(UKAMH, U IO
KEIaHWIO TMalMeHTa B IHCbMEHHOM (opMe JOOpOBOJIBHOE COIJIacHe NalMeHTa Ha YydacTue B
KJIMHUYECKOM MCCIIEIOBAHUU JIEKApCTBEHHOT'O IIpernapara Iocie O3HAKOMIICHHS C OCOOEHHOCTSIMHU
KJIMHMYECKOTO MCCIIEJOBAHNUS, UMEIOIIMMH 3HAYEHHUE IS BBIPAXKEHUS TAKOTO COTJIACUS;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

50) mobouHOE JEHCTBHE - pEaKIus OpraHW3Ma, BO3HUKINAS B CBS3M C TNPUMEHEHHEM
JIEKapCTBEHHOTO TMpernapara B J03aX, PEKOMEHAYEMBIX B HWHCTPYKIUU IO €ro MPUMEHEHUIO, IS
POUIAKTUKY, THATHOCTHKH, JICUSHUS 3a00JI€BaHUSI WU TSI peaOuIUTaIIH;

50.1) HexenarenbHas peakuus - HeNpeIHAMEepeHHas HeOJIaromnpusTHas peaklus OpraHu3Ma,

CrpaHuua 11 n3 163



®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

KOTOpast MOJKET OBITh CBsI3aHA C TIPUMEHEHUEM JICKAPCTBEHHOTO MPEIapara;
(. 50.1 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepre3Has HexenaTeiabHas peakIUs - HEXKeJaTelbHas peaklusi OpraHu3Ma, CBsi3aHHAas C
IIPUMEHEHUEM JIEKApCTBEHHOI'O IIpernapaTa, NpHUBEAIIAs K CMEPTH, BPOXKIACHHBIM AHOMAIUAM WM
MOpOKaM Pa3BUTHs JTUOO MpeACTaBIsAONmas co00i yrpo3y KH3HH, TpeOyromias rocluTaIu3aliui WiH
MpUBE/IIAs K CTOMKOW yTpaTe TPyI0CIIOCOOHOCTH U (MJIM) HHBAJIMIHOCTH;

52) HempenBHIICHHAs HEXKeJaTelNbHAs PEaKIUs - HEXellaTelbHas pPeakius OpraHu3Ma, KOTopas
CBS3aHA C TPUMEHEHHEM JIEKAPCTBEHHOTO IMpernapara B J103aX, PEKOMEHIYEMBIX B IPOTOKOJIE €ro
KIIMHAYECKOTO HCCIICAOBaHUs, OpoIIope WCClaenoBareis, WM C [PUMEHEHHEM JICKapCTBEHHOTO
mpermapara B /033X, PEKOMEHIYEMbIX B HHCTPYKIHMH I10 €r0 NPUMEHEHHUIO s TPO(UIAKTHKH,
JMAarHOCTHKH, JICYCHUS 3a00JICBaHUS WIM MEIUIIMHCKON peaOMINTALMY TAIIMEeHTA, U CYIIHOCTh, TSDKECTh
WIA KUCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMALMU O JICKAPCTBEHHOM IIperapare, CoAepiKaileiics B
MPOTOKOJIE €ro KJIMHUYECKOTO HCCICIOBaHMS, OpOIIOPE HCCIEAOBATENS WM B HHCTPYKLIUH TI0
MIPUMECHECHHIO JICKAPCTBCHHOT'O TIPerapara;

(m. 52 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) ¢dapmakoHam30p - BHJ JAEATEIHHOCTH 1O MOHHTOPUHTY 3((EKTUBHOCTH U 0€30IacHOCTH
JIEKapCTBEHHBIX  IpernapaToB, HANpaBICHHbIH Ha BbIABIEHUE, OLEHKY UM  IPEJOTBpallCHHE
HEXKeJIaTEeJIbHBIX MTOCIIEACTBUI IPUMEHEHMSI JIEKAPCTBEHHBIX NIPENapaToB;

(m. 52.1 BBenen PenepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

52.2) miaH ympaBieHUsT PUCKAMHU - TMOAPOOHOE OINHMCAHME MEPOIPUATHN 1Mo (hapmakoHaA30pY,
HaIlpaBJIEHHBIX Ha BBISBICHHE, OLEHKY U MPEAOTBPALICHUE WM MUHUMU3AIMIO PUCKOB, CBSI3aHHBIX C
JIEKapCTBEHHBIMHU TpernapaTamMu, BKIItoUas OleHKY 3 (PEKTUBHOCTH JaHHBIX MEPOTIPUITHH;

(. 52.2 BBeneH PenepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

53) peuent Ha JIEKapCTBEHHBIN IpernapaT - MEIULIUHCKUN JTOKYMEHT YCTaHOBJIEHHOW (OpMBI,
COJIEpKalllMii Ha3HAuYEHHE JIEKapCTBEHHOTO Ipemnapara JUlsli MEJUIMHCKOIrO INPUMEHEHHs, BBIJAHHBIN
MEIUIIMHCKUM pa0OTHUKOM B LENSIX OTIYCKa JIEKAPCTBEHHOrO Mpernapara WM €ro W3rOTOBJICHUS U
OTITyCcKa Ha OyMa)XHOM HOCHTEJIE MJIU C COTJIacHs MallMeHTa WK €ro 3aKOHHOTO MpeICTaBUTeNs B hopme
AJNIEKTPOHHOTO JIOKYMEHTa, MOJIMUCAHHOTO C HCIIOJIb30BAaHMEM YCWJIEHHON KBaTU(UIUPOBAHHOU
JIEKTPOHHOW MOJMUCH MEIMIMHCKOTO pabOTHHKA, JUOO JOKYMEHT YCTAHOBJIEHHOM (hOpMBI,
coJiepKalllvii Ha3HAueHHE JIEKapCTBEHHOI'O Ipemnapara JUis BETEpUHAPHOIO MPUMEHEHUS, BbIJAHHBIN
CMELUANTUCTOM B OOJAacTH BETEPUHAPHM B LEJNAX OTIYCKa JIEKAPCTBEHHOrO IIpernapara MWIH €ro
M3TOTOBJIEHUS U OTIIycKa Ha OyMa)KHOM HOCHUTEJIE WM C COTJIacHsl BiaJieNblla >KHBOTHOTO UM 3aKOHHOTO
NPEJCTaBUTENS BIAJENbIla JKUBOTHOTO, O(GOpPMIICHHBI B 3JEKTPOHHOM (OpME € HCIOIb30BaHHEM
(benepanbHON rocy1apcTBEHHON MH(POPMAIIMOHHOM CHUCTEMBI B 00JIaCTH BETEpUHAPUH;

(B pen. ®enepanbubix 3akoHOB OT 29.07.2017 N 242-®3, ot 02.08.2019 N 297-®3, or 30.12.2021 N
463-D3)

54) TtpeGoBaHME MEAMLIMHCKOW OpraHu3alM{, BETEpUHAPHOW OpraHu3allMd WM OpraHU3alHiu
(MHIMBUIYabHOTO  TPEANpPUHUMATENS),  OCYLIECTBISAIOMIEH  (OCYIIECTBISIIOIIET0)  pa3BeACHHUE,
BBIpAIllMBaHUE U COJIEP)KAHME J>KUBOTHBIX, - JOKYMEHT YCTaHOBJCHHOW (OpPMBI, KOTOPBIH BBINMHCAH
MEAUIIMHCKUM pa6OTHI/IKOM nin CrienuajanucToM B o0JacTu BE€TCpUHApPUH, UMCIOIMMHU Ha 3TO IIpaBO, U
COZIEp’KUT B MHUCbMEHHOW (hopMe YKa3aHWE anTeYHOHl OpraHu3aluy WM BETEPHUHAPHON anTedyHou
opraHu3anu 00 OTIIyCKE JIEKAPCTBEHHOI'O Ipernapara Wi O €ro M3rOTOBJICHHM U 00 OTIyCKe JUIs
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(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

oOecrniedeHus JeuyeOHOro mpoiecca B MEIUIMHCKONW OpraHu3allly, BETEpUHAPHON OpraHu3aluyd WIH B
opraHuzaiu  (MHAUBUAYAJIbHBIM  MPEANPUHUMATENIEM), OCYHICCTBISIOMENH  (OCYLIECTBIISIOIIUM)
pa3Be/ieHUE, BbIPAIIMBAHUE U COJEPKAHUE KUBOTHBIX;

(. 54 B pen. ®enepanbuoro 3akona ot 30.12.2021 N 463-D3)

55) KOMIUIEKCHasi OIleHKa JIEKApCTBEHHOTO IIperapata - OLEHKa 3aperucTpUpPOBAHHOIO
JIEKapCTBEHHOTO TIperapara, BKIYaromias B ce0s aHam3 WHOOPMALMK O CPABHUTEIBHON KIIMHUYECKOU
3¢ (eKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOTO IpernapaTa, OLEeHKY SKOHOMUYECKUX TOCIEICTBUN €ro
MIPUMEHEHHUSI, W3YUYCHHUE JIOMOJHUTENIbHBIX TOCICACTBUIA NPUMEHEHUsl JICKAPCTBEHHOTO Ipernapara B
UeIsIX NPUHATHA pPElIeHUH O BO3MOXKHOCTH BKIIIOUEHHUS JIEKAPCTBEHHOrO IIpernapara B IepeueHb
KU3HEHHO HEOOXOJMMBIX M BAXHEHIINX JIGKAPCTBEHHBIX IMPENapaToB, HOPMATUBHbBIC MTPABOBLIC aKThl U
WHBIE JOKYMEHTBI, ONPEACTSIONIUE MOPSIOK OKa3aHUs MEIULMHCKON MOMOIIHY, UM UCKIIIOUEHHUS ero U3
YKa3aHHBIX MEPEYHSs, aKTOB U JIOKYMEHTOB;

(m. 55 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

56) cucremMa MOHUTOPWUHIA [IBIDKCHMSI JICKAPCTBEHHBIX MPENapaTtoB JJig MEAUIIUHCKOTO
npuMeHeHus - (enepanbHas rocylJapcTBEHHAs HHQPOpPMAIMOHHAs CHCTEMa MOHUTOPUHTA JIBUKCHUS
JIEKAPCTBEHHBIX IMpenapaToB JUisi MEIUIIMHCKOTO TPUMEHEHUS OT MPOU3BOAMUTENS JO0 KOHEYHOIO
MOTPEOUTENSI C HCIOJB30BAHMEM B OTHOLIEHUHM JIEKAPCTBEHHBIX IMPENapaToB Al MEIUIIMHCKOTO
MIPUMEHECHHUS CPEJICTB UACHTU(DHUKAIIH.

(m. 56 BBeneH denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

Mnasa 2. NTONTHOMOYUA GEQEPANBbHbLIX OPFTAHOB UCMONHUTENBHON
BNACTW, UCMOJNTHUTENbHbLIX OPFTAHOB CYEBEKTOB POCCUNCKON
PEAOEPALIMU NMPU OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB
(B pea. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

Cratba 5. MNonHomounsa denepanbHbIX OPraHOB MWCMONIHUTENLHOW BRacTu nNpwu
obGpalleHnm nekapcTBEeHHbIX CpeacTB

K momaomounsam Cl)e):[epaJ'ILHLIX OpraHoB HCIIOJIHUTEIBLHOM BJIACTH npu O6paH_[eHI/II/I JICKApCTBCHHBIX
CpEACTB OTHOCATCA:

1) mposenenue B Poccuiickoil @Penepanuu eAMHON TOCYJapCTBEHHOM IOJUTHKU B 00JIACTH
oOecrnieuyeHus JeKapCTBEHHBIMU MpenapaTtaMu rpaxaas B Poccuiickoit @enepanny;
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBepxkaeHue oOmMX ¢apMakoNeWHbIX cTaTed, QapMakoNmeWHbIX CTaTed, U3JaHHe
roCyJJapCTBEHHOH (papmaxorien, co3aHne 1 BeJileHue peecTpa papMaKoneiHbIX CTaHAapPTHBIX 00pa3loB;
(B pen. ®exnepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) ocymecTBieHne ¢eaepatbHOr0 TOCYJapCTBEHHOTO KOHTPOJs (Haa3opa) B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPE/ICTB;
(B pen. deaepanbHbIX 3aK0HOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N 170-D3)

4) JUIEH3WpPOBAHME TIPOU3ZBOJACTBA JIEKAPCTBEHHBIX CPEACTB, B TOM uHcle QeaepaabHbIi
rOCY/IapCTBEHHBIN JINLIEH3UOHHBIM KOHTPOJIb AEATEIBHOCTH IO MPOU3BOJCTBY JEKAPCTBEHHBIX CPEICTB,
MIEPUOIUYECKOE MOATBEPKICHUE COOTBETCTBMS JIMIEH3MATa, MMEIOLIErO JIMIIEH3UI0 Ha IPOU3BOJCTBO
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(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

JICKApCTBEHHBIX CPEICTB, U (hapMaleBTHYECKOW NESTEITLHOCTH B COOTBETCTBHH C 3aKOHOJATECIHCTBOM
Poccuiickoit ®enepanuy;
(B pen. @enepanpHoro 3akoHa ot 11.06.2021 N 170-D3)

5) opraHuzanus 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB, ITHUYECKOM HSKCHEPTU3bl BO3MOXKHOCTH
MIPOBEJICHUS KIIMHUYECKOIO MCCIIEI0BaHuUs JIEKApPCTBEHHOIO Mpernapara Jisi MEIULUHCKOTO IPUMEHEHHS,
SKCMEPTU3bl  JOKYMEHTOB, TMPEACTABICHHBIX JJIs ONPENEICHUST BO3MOXHOCTH  paccMaTpUBaTh
JIEKapCTBEHHBIN TMpernapar Ui MEJUIIMHCKOTO NMPUMEHEHHS B KadecTBE OpQaHHOro JEKApPCTBEHHOIO
npenapara;

(B pen. @enepanbHbIX 3ak0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-03)

5.1) opranuzamusi NpOBEIEHUS KOMIUIEKCHOW OIIEHKM JIEKQpCTBEHHOTO IIpemapara B IENsIX
MPUHATHST PEIICHUH O BO3MOXKHOCTU BKJIIOUEHHsS JICKAPCTBEHHOI'O Mpernapara B MEepedeHb KU3HEHHO
HEOOXOUMBIX M BaXHEHUINNX JICKAPCTBEHHBIX INPENapaTroB, HOPMATHBHBIC IPABOBBIC AKThI M WHBIC
JOKYMEHTBI, OMNpPEIENSIONINE IMOPSIOK OKa3aHWs MEIUIIMHCKOM TMMOMOIIM WM MCKIIOYEHHUS €ero u3
YKa3aHHBIX MEPEYHs, aKTOB U JIOKYMEHTOB;

(m. 5.1 BBenen denepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

6) BbIIaua pa3pelieHnii Ha IPOBEICHUE KIIMHUYECKUX UCCIIEI0BAHUM JIEKAPCTBEHHBIX MPENaparos,
BEJICHUE PeecTpa BbIJIAHHBIX Pa3pELICHUN Ha MPOBEACHUE KIMHUYECKUX MCCIIENOBAaHUN JIEKAPCTBEHHBIX
IIpenaparos;

7) rocymapcTBEHHas pPETrUCTpalvs JEKapCTBEHHBIX MPEnapaToB, BEACHHE TOCYAapCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPE/ICTB;

7.1) peructpauus, MOATBEPKIECHUE PpErHUCTpaluu (TepeperucTpaius), BHECEHHE W3MEHEHHUU B
PErUCTPalIMOHHOE JI0ChE, a TAKKE MPOBEICHHUE MPOIETYP, CBI3aHHBIX C PETUCTpAIeii, B COOTBETCTBUU C
YTBEPKJICHHbIMU EBpa3uiickoli 3KOHOMHUYECKONM KOMHMCCHEW MNpPaBWIAMHM PETUCTpALUU U SKCIEPTU3bI
JIEKApPCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO MPUMEHEHHUS W MPaBWIAMHU PETYJIUPOBaHUs OOparieHus
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HAa TAMOKEHHOW TEPpUTOpPUH EBpa3suilckoro 3KOHOMHUYECKOTO
COI03a;

(m. 7.1 BBenen denepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

7.2) upenctaBieHue  MHGOpPMAlUMKM O  PETUCTpAllMM,  TMOATBEPXKACHUU  PETUCTPALUU
(mepeperucTpanyu), BHECEHHH W3MEHEHHH B pPErHMCTpPallUOHHOE J0Che, a Takke O NpOoLeaypax,
CBA3AHHBIX C perucrpanuei, B EBpasuiCKyl0 3KOHOMHYECKYH) KOMHCCHIO C MCIHOJb30BaHUEM
MHTETPUPOBAHHON MHPOPMALMOHHON cucTeMbl EBpa3uiickoro 5KOHOMHYECKOTO COI03a B COOTBETCTBUU C
yTBEPKICHHBIMU EBpa3zuiickoii 3KOHOMUYECKOW KOMHCCHEW MNOpsAaKoM (OpMHUpOBaHUS U BEACHUS
€MHOI0 peecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpasUiCKOro 3KOHOMUYECKOT0O COX03a
U TpaBWIAMU PETryJIHpPOBaHUS OOpallleHHsT BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB HA TaMO>KEHHOMU
TeppuTOpUn EBpa3suiickoro 5KOHOMHUYECKOrO COK03a;

(. 7.2 BBeaen ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

73) YTBCPIKACHUC TMOpAAKa TPHUOCTAHOBJIICHUA HCﬁCTBHﬂ PETUCTPAIUOHHOTO YAOCTOBCPCHUA
JICKApCTBCHHOT'O  Ipfliapara HWJIW OI'paHUYCHHA TNPUMCHCHHA JICKAPCTBCHHOI'O IIperiapara I
MECIHUIIMHCKOI'O INPUMCHCHUA B ClIyvasx, NpeaAYCMOTPCHHBIX  YTBCPIKACHHBIMU EBpaBHﬁCKOﬁ
SKOHOMHYCSCKOM KOMHCCHEH MmpaBujIaMH PETUCTpal KW OSKCHCPTU3BI JICKAPCTBCHHBIX CPCACTB IJId
MCIUIUHCKOI'O MNPUMCHCHHA, U BO300HOBJICHUS IICIZCTBPIH PErucCTpaliuOHHOr0  YyAOCTOBCPCHUA
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JICKQPCTBEHHOTO Tperapara WM CHATHS OTPaHUYCHHS MPHUMEHEHHs JICKApCTBEHHOTO Iperapara s
MEIUIIMHCKOTO MPUMEHCHHS,
(. 7.3 BBeaeH ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

8) opranuzanms U (WIM) MPOBEIACHUE MHCIEKTHPOBAHHUS CYOBEKTOB OOpaIleHUs JIEKAPCTBEHHBIX
CPEACTB Ha COOTBETCTBUE YTBEpXkAECHHbIM EBpa3uiickoil 3KOHOMHYECKOH KOMHCCHEW IpaBUiIaM
Ha/Iexamed 1adopaToOpHO MPAKTUKM, MpaBWIIAM HAJISKaIIed KIMHHUYECKOW TPAKTHKH, IMpaBHIaM
Ha/Iexaled JUcTpUObIOTOPCKONW IMPAaKTUKM, INIpaBUIaM HaJyIeXalled NpakTHKU (apMakoHaa30pa, a
TaKXK€ YTBEP)KICHHBIM YIOJHOMOUYEHHBIMU (ellepalbHBIMH OpraHAMU HCIOJHUTENILHOW BJIACTH
IIpaBUJIaM Ha/JIeKalllel anTeqHol NPaKTUKK, IPABUIaM XPaHEHHUs JIEKAPCTBEHHBIX CPEJICTB;

(. 8 B pen. ®enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

8.1) opranuzanus u (WIKM) IPOBEACHUE MHCIIEKTUPOBAHUS CYOBEKTOB OOpalleHUsI JIEKAPCTBEHHBIX
CPEIICTB Ha COOTBETCTBHE TPEOOBAHMIM IMPABWI HAJIEKAIICH MPOU3BOJCTBEHHON MPAKTHKH, BbIIaya
3aKJIIOYEHUH O COOTBETCTBUU TMPOU3BOAMUTENS JIGKAPCTBEHHBIX CPEICTB TpPEeOOBAHUSM IPaBUII
HaJJIeKalel MPOU3BOICTBEHHON TPAKTUKH;

(m. 8.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

8.2) yCTaHOBJEHHE MOpsAKAa BEACHMUS M BEACHHWE TOCYAAPCTBEHHOIO pEecTpa 3aKIIOYEeHUH O
COOTBETCTBUM  INPOU3BOAMTENS JICKAPCTBEHHBIX CPEIACTB TpeOOBaHMAM MpPaBUI  HaJUIeXKalleH
IIPOU3BOJICTBEHHOM IIPAKTUKH;

(. 8.2 BBeneH denepanbHbiM 3aK0OHOM OT 22.12.2014 N 429-03)

9) rocynapcTBeHHas pEerucTpalusi MpeAeNbHBIX OTIYCKHBIX II€H IpPOU3BOAUTENEH Ha
JIEKapCTBEHHbIE MPENaparhl, BKIIOUYEHHBbIE B IMEPEUYEHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEUIIMX
JIEKapCTBEHHBIX IpENapaTroB, U BEJEHHE TOCYJapCTBEHHOIO peecTpa NpPEesbHBIX OTIYCKHBIX II€H
IIPOU3BOIUTENIEH Ha JIEKapCTBEHHBIE IpenapaThl, BKIOYEHHbIE B NEPEYCHb )KU3HEHHO HEOOXOAMMBIX U
BaYKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

(B pen. denepanbHoro 3akoHa ot 06.06.2019 N 134-03)

9.1) cormacoBaHue TPOEKTOB PEIICHUM WCIOIHUTEIBHBIX OPraHoB CyOBeKTOB Poccuiickoii
@enepan 00 YCTaHOBJIEHUM W (MJIM) HM3MEHEHHM TMpENeNbHBIX pPa3MEpOB ONTOBBIX HaA0aBOK H
MpeebHbIX pa3MEpPOB PO3HUYHBIX HAJ0aBOK K (PaKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
IIPOU3BOJUTENISAMA JIEKAPCTBEHHBIX IPENaparoB, Ha JIEKAPCTBEHHBIE IIpENapaThl, BKIIOUYEHHBIE B
NepeyeHb )KU3HEHHO HEOOXOANMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX PENapaToB;

(m. 9.1 BBenen denepanpHbiM 3akoHOM 0T 13.07.2015 N 241-03; B pen. PenepaqbHOro 3aKkoHa OT
08.08.2024 N 232-03)

10) BblIaya, YCTAaHOBJIGHHME TIOPSJIKA BbIAYM pa3pelieHHs Ha BBO3 KOHKPETHOM mapTuu
JIEKapCTBEHHOTO cpeacTBa B Poccniickyro denepanmio;
(m. 10 B pen. deaepansHoro 3akoHa oT 02.08.2019 N 297-D3)

10.1) Bblgaua, ycTaHOBJIEHUE MOPAIKA BbIIAYM U (POPMBI IOKYyMEHTA, KOTOPBIN MOATBEPKAAET, YTO
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpernapara i MEJULUHCKOIO IIPUMEHEHHs OCYILECTBICHO B
COOTBETCTBUM C TpeOOBaHHUSAMHM TPaBUJ HaJJieXalled MPOU3BOJCTBEHHOM MPAKTUKH WIM YTO
JIEKapCTBEHHBIM Ipenapar Ajs BETEpPUHAPHOTO MPHUMEHEHMs JONyIeH K oOpamieHuto B Poccuiickoit
@denepanv, ¥ MOJICKUT MPEACTABICHUIO MO TPeOOBAaHUIO YHMOJHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOPYIO BBO3UTCs JIEKAPCTBEHHBIN IIperapar;
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(n. 10.1 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3akoHa OT
02.08.2019 N 297-®3)

10.2) BbIaya, yCTaHOBJICHHE TOPSIKA BbIIAYA U (OPMBI JTOKYMEHTA, COICPIKALIETO CBEACHUS O
CTagusIX TEXHOJIOTMYECKOTO IMpolecca MPOU3BOACTBA JICKAPCTBEHHOTO CPEACTBA ST MEAMIIMHCKOTO
MPUMEHEHHSI, OCYIIECTBIISIEMBIX HA TeppUTOpHH EBpazniickoro SKOHOMUYECKOTO COK03a;

(n. 10.2 BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pen. denepalibHOr0 3aKOHa OT
13.07.2015 N 241-®3)

11) cozmanue cOBETOB MO BOMPOCAM, CBSI3aHHBIM C OOpaIIeHUEM JIEKAPCTBEHHBIX CPE/ICTB;
12) aTTecranus U CepTH(PUKAINS CIICIIHATUCTOB;
13) yrpatun cuny ¢ 1 centsadps 2013 rona. - @enepanpbhsblii 3akoH ot 02.07.2013 N 185-D3;

14) ocymiecTBieHue papMakoHaI30pa;
(n. 14 B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yyactue B MeXIyHApOAHOM COTPYIHUYECTBE;

16) mony4yeHue 1Mo 3arnpocaM yroJTHOMOYCHHOTO (heepaaIbHOro OpraHa UCTIOTHUTEILHOW BJIACTH OT
UCTIOJIHUTENBHBIX OpraHoB cyOBbekToB Poccuiickoit ®emepanmu, a Takke OT CyOBEKTOB OOpallieHUs
JICKApCTBCHHBIX CPEACTB I MCIUIMHCKOTO NPUMCHCHUA I/IHq)OpMaLII/II/I 10 BOIIpOCaM YCTAHOBJICHUS U
MIPUMEHEHHUS 11eH Ha JIEKapCTBEHHbIE MpernapaThl 1 HaJ0aBOK K HHM;

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

17) MNPUMCHCHUC MCP OTBCTCTBCHHOCTHU 34 HAPYIICHUC 3aKOHOAATCIIBLCTBA Poccuiickoit q)ez[epam/m;

18) yTBep:k/eHuEe MpaBWJl HaJUIeKaIled anTeyHOW MPaKTUKU, MPaBHJI XpaHEHUsS JIEKapCTBEHHBIX
CPEACTB;
(m. 18 B pen. ®enepanpuoro 3akona ot 30.01.2024 N 1-D3)

19) ycranoBneHue nopsiaka GopMUPOBAaHUS PETUCTPALMOHHOTO JJOChE HA JIEKApCTBEHHBIN Mpenapar
JUIsl BETEPUHAPHOTO MPUMEHEHHS U TPEOOBaHU K IOKYMEHTaM B €0 COCTAaBE;
(m. 19 BBenen denepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

20) - 21) yrpatunu cuiy. - @enepanpuelii 3akoH ot 30.01.2024 N 1-03;
22) yrpatun cuity ¢ 1 mapta 2020 rona. - @enepanbHblii 3akoH oT 27.12.2019 N 475-03;

23) yTBepxkaeHHe TpeOOBaHUN K MHCTPYKIMM IO BETEPUHAPHOMY HMPUMEHEHMIO JIEKApCTBEHHBIX
MpenapaTos;
(n. 23 BBenen ®PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

24) NpuHATHE PEUICHUM, SBIISIONIMXCS OCHOBAHUSMHU JUJISl BKJIIOYEHHUS JOMEHHBIX UMEH U (WUJIn)
yKazaTesel CTpaHHuI] CaiTOB B MH(OPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHOW ceTn "MHTepHeT", a Takxke
CETEeBBIX aJpPECOB B EAMHYIO aBTOMAaTHU3UPOBAHHYIO HHQOpMAIMOHHYIO cuctemy "Enuwnblii peectp
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JIOMEHHBIX HMEH, YyKa3aTeled CTpaHull CalTOB B HH(GOPMALMOHHO-TEICKOMMYHUKALMOHHON CETH
"Unrepuer" u CETEBBIX aZpecoB, IO3BOJISIOIIHNX UICHTU(PUIIUPOBATH CaUTEI B
MH(POPMaITMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu "UnTepuer", comepkamme  uHpOpMaIuio,
pacmpocTtpaneHue kotopoit B Poccuiickoit ®epepanuu 3amnpenieHo", B OTHOIICHHH WH(OpPMAIUH,
coJiepKallel Mpeasio’KeHne O PO3HUYHON TOProBiie JIEKAPCTBEHHBIMH IMpernaparaMd, B TOM 4YHCIIE
JTUCTAHIIMOHHBIM CIIOCOOOM, pPO3HHYHAS TOPTOBJII KOTOPHIMA OrpaHWYeHA WM 3alpelieHa B
COOTBETCTBHUH ¢ HacTosiuM DenepanbHbIM 3aKOHOM, U (MJIM) HHPOPMAIIMH, coAepkKallel MpeasioKeHne
O PO3HHYHOW TOPTOBJIE JICKAPCTBCHHBIMU IpenaparaMd, B TOM YHCIE IUCTAHIIMOHHBIM CIIOCOOOM,
JUIAMH, HE HMMEIOIIMMU JIMIEH3UH W DPa3pelleHHs] Ha OCYIIECTBICHHE TaKOW AeATeIbHOCTH, €CIH
MOJyYeHUE JIMIEH3UMM U  pa3pelieHus MPeAyCMOTPEHO 3aKOHOAATENbCTBOM 00  oOpalleHuu
JIEKapCTBEHHBIX CPEJICTB;

(. 24 B pen. denepanpHoro 3akoHa oT 03.04.2020 N 105-D3)

25) BblAaua paspelieHrui Ha BBOJ B TPaKIAHCKUN 000POT KIMMYHOOUOJIOTHYECKUX JEKAPCTBEHHBIX
Mpenaparos;
(m. 25 BBeneH denepanbHbiM 3aKk0HOM OT 28.11.2018 N 449-03)

26) peryidpoBaHUE BOMIPOCOB, CBSI3aHHBIX C B3aMMO3aMEHSIEMOCTBIO JIEKAPCTBEHHBIX MPENapaToB
IUTS METUITUHCKOTO TIPUMECHEHUSI.
(. 26 BBeneH denepanbHbiM 3aKkoHOM 0T 19.10.2023 N 503-03)

Cratba 5.1. [lepemava ocywecTBNeHUss MNosIHOMouYun deaepanbHbIX OpPraHoB
MUCNOSNTHUTENILHON BNacTu NMpu obpaleHUn feKapCcTBEeHHbIX CPeACTB UCMNONTHUTESIbHbLIM
opraHam cy6bekToB Poccumnckon Pepgepaumm

(B pea. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

[TonrHOoMOuMs (enepaabHBIX OPraHOB HMCIOJIHUTEILHOW BJIACTH MpPH OOpAlllEHUHU JEKAapCTBEHHBIX
CPEICTB, IpPENyCMOTpeHHble HacTosAmMM @DenepanbHbIM  3aKOHOM, MOTYT IepeAaBaTbCs s
OCYIIIECTBJICHUSI MCIIOJHUTEIBHBIM oOpraHam cyobekToB Poccuiickoit denepanuu MocTaHOBICHUSMU
IIpaButensctBa Poccuiickoit denepanun B mopsiike, ycraHoBieHHOM dDenepanbHbIM 3aKOHOM OT 21
nexadbpsa 2021 rona N 414-®3 "OO o6mux NpUHIMIAX OpPraHU3alWy MyOJUYHON BJIACTH B CyOBEKTax
Poccuiickoit ®eneparun’.

Cratba 6. [lonHOMOYMSA MCROMHUTENbHLIX oOpraHoB cyb6bekTta Poccunckon
denepaumm npm obpaweHMn NeKapcTBEHHbIX CPeaAcTB
(B pen. denepanbroro 3akoHa ot 08.08.2024 N 232-03)

K nmomHOMOYMSAM HCHOJHUTENBHBIX OpraHoB cyObekTa Poccuiickoit denepanuu npu oOpalieHuH
JICKApPCTBCHHBIX CPCACTB OTHOCATCH:
(B pen. denepanbhoro 3akoHa ot 08.08.2024 N 232-03)

1) pa3paboTka U peanu3anusi peTHOHAIBHBIX MPOrpaMM O00ECIIeUeHUs HaceJlIeHUs JIEKApCTBEHHBIMU
npernaparamu;

2) ycTaHOBJIEHHE IPEJENIbHBIX Pa3MEPOB ONTOBBIX Ha/J10aBOK U MPEENIbHBIX Pa3MEPOB PO3HUYHBIX
Ha/10aBOK K (aKTHUECKUM OTITYCKHBIM II€HaM, YCTaHOBJIEHHBIM MPOU3BOJUTENISIMU JIEKaPCTBEHHBIX
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IIPeraparoB, Ha JICKApPCTBEHHbIC IpenapaThl, BKIIOYEHHbIE B IEpEYEHb JKU3HEHHO HEOOXOAMUMBIX M
BAKHEHIIINX JICKAPCTBEHHBIX IIPENApaTOB;

3) ocCymIecTBICHHE pPETHOHAJIBHOTO TOCYJapCTBEHHOIO KOHTPOJIL 33 INpPHUMEHEHHEM IIeH Ha
JICKapCTBEHHBIC TMPENapaThl, BKIIOUYEHHBIE B TMEPEYCHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEHUIINX
JICKapCTBEHHBIX MpENapaTroB, OpPraHU3alMsSIMH ONTOBOH TOPrOBIM JIEKAPCTBEHHBIMU CpPEACTBAMHU,
aNTEeYHBIMH OPTaHM3ALUSAMH, WHAWBUAYAIBHBIMUA TPEATNPHHUMATENSIMH, WMEIOIIMMHI JIMIICH3UI0 Ha
(apManeBTHYECKYIO JESTENbHOCTh, MEIUIWHCKHUMU OpPraHM3alMsIMH, HWMEIOIIMMHU JIMLEH3HI0 Ha
(bapMaIeBTHYECKYI0 JeSTeIbHOCTh, U MX O00OCOOJCHHBIMH MOJPA3AEICHUSMH, PACIOIIOKEHHBIMH B
CETIbCKUX HACEJICHHBIX IMTYHKTaX, B KOTOPBIX OTCYTCTBYIOT alITCYHbIE OPTaHU3ALlUH;

(B pen. ®enepanbHbix 3akoHOB OT 25.06.2012 N 93-@3, or 27.12.2019 N 475-®3, ot 08.08.2024 N
323-D3)

4) nmpuHATHE pemieHusi o0 WCIONB30BaHUU Ha TepputTopuu cyOnekTa Poccmiickoit deneparym
HapsIy C pelienTaMy Ha JIEKapCTBEHHbIE IIpenapaThl, 0GOPMIEHHBIMU Ha OYMa)KHOM HOCHUTEJIE, PELENTOB
Ha JIEKapCTBEHHBIE IIpenapaTsl, CPOPMUPOBAHHBIX B (POpPME AIIEKTPOHHBIX JOKYMEHTOB.

(1. 4 BBenen DenepanbHbIM 3akoHOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYAJAPCTBEHHASA ®APMAKOINEA

Cratba 7. PaspaboTka n usgaHue rocypnapcTtBeHHon dpapmakoneu, pasmellueHue
AaHHbIX O HEeH

1. Tlox rocymapcTBeHHOU (hapMmakorieeld MOHHMAETCs CBOJ OOmMX (hapMaKOINEWHBIX CTaTed H
(bapMakonelHbIX cTaTeil.

2. PazpabGoTtka o0mux ¢apmMakoneWHbIX cTaredl U (papMakONEHHBIX CcTaTeil, B TOM 4HCIe
¢dapmakonelHpIX cTaTeil Ha (apMakonelHble CTaHJapTHble 00pas3lbl, W BKIOYEHHE UX B
rOCYJapCTBEHHYIO ()apMaKONEK OCYILECTBISIIOTCS B IOPAJKE, YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENBHON BIACTH.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. Pazpabotka papmakoneiiHol cTaThi Ha pedepeHTHBIN JIeKapCTBEHHBIN MpenapaT U BKIIOYECHHE
€€ B rOoCyJapCTBEHHYIO (hapMakoIlel0 B TE€UEHUE CpPOKa JACHCTBHUS 3alIUTHI UCKIIOYUTEIHHOTO TpaBa,
yIOCTOBEPEHHOTO MAaTEHTOM Ha pedepEeHTHBIN JIeKapCTBEHHBIN MpemnapaT, OCYIIECTBISIIOTCS C COTIacus
€ro pazpaboT4HKa.

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

4. TocynapctBeHHas (¢apmakornes U3JaeTCsl yNOJIHOMOYEHHBIM  (elepaibHbIM  OpPraHOM
WCTIOJHUTEJIBHOM BJIACTH 3a CYET CPeACTB (peliepaiabHOro OropKeTa U MOJUICKHUT MEeper3IaHusIM He peke
4YeM OJMH pa3 B MATh JIET, B MEPUOJ MEXKIY KOTOPBIMU H3/aI0TCA MPUIOKEHHS K TOCyJapCTBEHHOU
¢dapmakonee, coxaepkamue obOmue (apmakoneiiHple ctatbu M (MIM) (apMakoleilHble CTaThby,
yYTBEPKICHHBIE TIOCTIE U3AaHUSI WU TTepen3JaHus ToCyJapCTBEHHOM (papMakomnen.

5. YmonHoMoueHHBIH (eaepanbHblii OpraH HWCHOJHUTENILHON BIACTH pa3MellaeT JaHHBIE O
TOoCyJapCTBEHHOU (hapmakoriee U MPUIOKEHUIX K He Ha cCBoeM ouInanpHOM caiite B ceTu "MHTepHeT"
B YCTAaHOBJIEHHOM UM MOPSJIKE.
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nasa 4. IMUEH3UPOBAHUE NPOU3BOACTBA JNIEKAPCTBEHHbIX CPEOCTB
U ®APMALEEBTUYECKON OEATENBbHOCTU, TOCYOAPCTBEHHbIA KOHTPOJb
(HAO30P) B COEPE OBPALLEHUA NEKAPCTBEHHbBIX CPELOCTB
(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

Ctratba 8. JlMueH3MpoBaHMe nNPOU3BOACTBA JIEKAPCTBEHHbIX CpPeAcTB U
dapmaueBTUYECKON AeATEeNIbHOCTH

1. JInneH3upoBaHue MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U (hapMaleBTUUECKOH AeqATelnbHOCTH
OCYILECTBIISIETCSA B COOTBETCTBUU C 3aKOHOaTenbCTBOM Poccuiickoit denepauun.

2. O0s3aTeNbHBIM YCIOBUEM IIPEIOCTABICHUS JIMLEH3UN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
ABIISICTCS TPUIOKEHUE K 3asBIICHUIO COWCKATEIs JIMIEH3MH IepedHs JIEKapCTBEHHBIX (opM U (WiH)
BUJIOB (hapMalleBTUUECKUX CyOCTaHLMN, KOTOpPbIE MPOU3BOAUTEINb JIEKAPCTBEHHBIX CPEACTB HaMepeH
MIPOU3BOJUTE.

3. B ciiyuae HEOOXOJMMOCTH paclIMpPEHHs MPOU3BOCTBA JIGKAPCTBEHHBIX CPEJICTB 33 CUET HOBBIX
JICKapCTBCHHBIX (OPM H BHUAOB (hapManeBTUUYCCKHX CyOCTAaHIIMH MPOU3BOIUTEIb JICKAPCTBECHHBIX
CPEACTB JOJDKEH I0/IaTh B JIMICH3UPYIOIIUI OpraH 3asBICHHE O BHECCHHHM W3MEHCHHUW B peecTp
JUICH3WH Ha MPOU3BOJICTBO JICKAPCTBECHHBIX CPE/ICTB.

(B pen. @enepanbubix 3akoHOB 0T 02.08.2019 N 297-D3, ot 11.06.2021 N 170-D3)

4. JIuueH3us Ha MPOU3BOJACTBO JICKAPCTBEHHBIX CPEACTB ((hapMareBTHUECKOW CyOCTaHIIMU CIIMPTa
STUJIOBOTO (3TaHOJIA) BbIIAETCS MpPHU YCIOBUM HAJIM4YUS Yy OpraHU3alMM Ha IpaBe COOCTBEHHOCTH,
XO35IIICTBEHHOI'O BEICHUS WJIM ONEPATUBHOIO YIPABJIEHUS OCHOBHOI'O TEXHOJIOTMUYECKOTO 000PYOBAHUS
JUIs TIPOM3BOJCTBA ATHJIOBOIO CIUPTA, 3apErUCTPUPOBAHHOTO B COOTBETCTBHUM €O cTaTheil 14.1
@enepanbHoro 3akoHa oT 22 Hos0ps 1995 roma N 171-®3 "O rocylapcTBEHHOM pEryJIHpPOBaHHUU
MIPOU3BOJICTBA U 00OPOTa ITHIIOBOTIO CIUPTA, AJKOTOJBHOW M CHHPTOCOJEpXalieil MpoayKuuud U oo
OrpaHMYEHUU NOTpeOIeHUs (PACTIUTHUS) AJIKOTOJIBHOU MPOIYKIMH'".

(uacTb 4 BBeneHa denepanbHbiM 3aK0HOM 0T 27.12.2019 N 481-D3)

Ctatbss 8.1. OCOGEHHOCTM nUUEH3NPOBaHUA MNPOU3BOACTBA JEKAPCTBEHHbIX
cpeacTB (hapmaueBTUHECKOM CyOCTaHLMM cnupTa 3TUNOBOro (3TaHoNa)

(BBeneHa PenepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

1. JlelicTBue JMIEH3MM Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CpeACTB ((hapmareBTHUECKON
CyOCTaHIIMM CIHPTa STHJIOBOTO (3TaHOJA) MPHOCTAHABIMBAETCS B YacTW MpaBa Ha MPOU3BOJCTBO
(dapmalleBTHUECKO CyOCTaHIIMM CHHpPTA ATHJIOBOTO (3TaHOJA) JIMLEH3UPYIOIMIUM OPraHoOM B CiydYasX,
onpeneneHHbIX cratbeil 20 denepanbHoro 3akoHa oT 4 mas 2011 roga N 99-03 "O nuneH3npoBaHuU
OTJENbHBIX BHJOB JAEIATEIbHOCTU", a TakK€ Ha CPOK NPUOCTAHOBJICHMS JIEUCTBUS JUICH3UU Ha
MIPOU3BO/ICTBO 3THJIOBOTO CIUPTA JJIsl IPOU3BOJCTBA (papMalleBTHUECKOI CyOCTaHIIMK CIIUPTa STHIOBOTO
(aTaHona), BbIIaHHOM B cooTBeTcTBUH ¢ DenepanbHbIM 3akoHOM OT 22 HOoa0ps 1995 roga N 171-®3 "O
TOCYJapCTBEHHOM PpEryJMpOBaHUM IPOU3BOACTBA M 00OpPOTa 3TUIOBOTO CIHPTA, AJIKOTOJBHOW U
CHUPTOCOEpIKAIIEeH MPOIYKIIMH U 00 OrpaHUYEHUHU TOTPeOIeHUs (PacUTH) AIKOTOJIBHOW MPOTYKITHH'".

2. I[CI‘;ICTBI/IC JIMIICH3UHU Ha MPOU3BOJACTBO JICKAPCTBCHHBLIX CPCACTB ((bapMaLICBTI/I‘{eCKOﬁ
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CyOCTaHIIMM COHUpTa STUJIOBOrO (3TaHONA) B 4YAacTH IpaBa Ha MPOU3BOJICTBO (apMaleBTUUYECKOM
CyOCTaHIIMM CIHpPTa ATHIOBOTO (dTaHOJA) MPEKPAIASTCs JHIICH3UPYIONIMM OpPraHOM B CIydYasX,
onpenaeneHHbix cratbeil 20 denepanbHoro 3akoHa oT 4 mas 2011 roga N 99-03 "O nuneH3upoBaHUU
OTJIETIbHBIX BHUJOB JIEATENBHOCTU", a TaKXKe C JaThbl NPEKpallleHHUs] WIM aHHYJIUPOBAHUS JEHCTBUSA
JUIEH3UU Ha MPOU3BOJCTBO 3TUJIOBOTO CIHUPTA IJIs MPOU3BOJACTBA (hapMalleBTUUECKON CyOCTaHINU
CIUpTa ITHIOBOTO (3TAHOJA), BBIJAHHOW B COOTBETCTBUU ¢ DenepanbHBIM 3aKOHOM OT 22 HOs0ps 1995
roma N 171-®3 "O rocymapCTBEHHOM PETYJMPOBAHUM MPOU3BOJCTBA M 000pPOTA ATHIOBOIO CIHPTA,
QJIKOTOJILHOM U CIUPTOCOJEPKAIIEH MPOAYKIMH W 00 OrpaHHYEHUM MOTPeOJIeHUs (PpacIHTHS)
AJIKOT0JIbHOW MpOIyKIuu".

Cratba 8.2. OcobGeHHOCTN NnuUEeH3upoBaHUA hapMmaueBTUYECKON AeATEeNbHOCTU B
YyacTu oCcyLLeCTBNEeHUA ONTOBOM TOProBsiu NieKapCTBEHHbIMU cpeaCcTBaMMU

(BBeneHa ®enepanbHbIM 3ak0HOM OT 04.08.2023 N 428-D3)

1. JleiicTBue nWICH3UU HA (DapMAICBTHYECKYIO JEATEIBHOCTh B YACTH OCYIIECTBICHHS ONTOBOM
TOPTrOBJIM  JICKAPCTBEHHBIMH  CPEICTBAMH  JUII ~ MEIWIMHCKOTO  INPUMEHEHHS  IpeKpalaeTcs
JULEH3UPYIOIUM OPraHOM B CIIy4asix, onpeneneHHbIx ctatbedt 20 denepanbHoro 3akona ot 4 mas 2011
roga N 99-®3 "O nuleH3UpOBaHUM OTACJIBHBIX BHUJOB JEITEIBHOCTH'", a TaKXKe IO PEIICHUIO
JIMLEH3UPYIOIIETO OpraHa, MPUHATOMY B COOTBETCTBUU C HACTOSAIIEH YacThio. B ciydae BISBICHUS TIpU
ocymiecTBIeHN GeAepatbHOro TrOCyAapCTBEHHOro KOHTpoins (Haa3opa) B cdepe obOparieHus
JIEKAPCTBEHHBIX CPEJICTB HApPYIICHUS OpraHU3aIeil ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH CPECTBAMHU
TpeOoBanuii vacteid 1 - 3 crarbu 53 Hacrosmero deaepaJbHOrO 3aKOHA JCUCTBUE JIMIICH3WU Ha
(hapMaIeBTUUECKYI0 JACSTENIHHOCTh B YaCTH OCYIIECTBJICHHS ONTOBOW TOPTOBIU JIEKAPCTBEHHBIMU
CpeICTBaMU JIJIsl MEIUIIMHCKOTO MPUMEHEHUS MPUOCTAHABIUBAETCS B TEUEHUE JIECATH pabo4ynx AHEH co
JTHSI BBISIBJICHUSI YKAa3aHHOTO HapylieHus. JleiicTBUe NUIIeH3un Ha (apMaleBTUUECKYIO JESTEIHHOCTh B
YaCTHM OCYLIECTBJIEHHUS OINTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CpPEACTBAMHM JJII  MEAMIIMHCKOIO
MIPUMEHEHHUS TIPUOCTAHABIIMBAETCS HA CPOK, KOTOPHIN OMPEACNAETCS JIMIICH3UPYIOIIMM OpraHoM (HO He
MEHee 4YeM Ha OJMH Mecdll), MO0 HCTEYCHHH KOTOPOro JECHCTBHE [MaHHOM JIMIEH3UU TOMJIEKHUT
MIPEKPAIIECHUIO0 HA OCHOBAHHUH PEILICHUS JINIIEH3UPYIOIIETO OpraHa, 3a UCKIIOYEHUEM CiTydas, YKa3aHHOTO
B YaCTH 2 HACTOSIIEH CTaTbH.

2. JletictBue nuileH3uW Ha (apMaleBTUYECKYIO JIESITEIIbHOCTh B YAaCTH OCYIIECTBIECHHUS ONTOBOM
TOPrOBJAM JIEKAPCTBEHHBIMU CPEACTBAMHU JUII MEAMIIMHCKOTO TPUMEHEHMS, JIeWCTBHE KOTOpPOMU
MIPUOCTAHOBIIEHO B COOTBETCTBUU C YacThio 1 HacTosIIeH cTaThH, MOAJIEKUT BO3OOHOBJIEHHIO B CIyYae,
€ClIi B TIEPHOJ] MPUOCTAHOBJICHHs NEHCTBUS JAHHOW JIMIIEH3WH B paMKax JIOCYJIeOHOTro 00XKaloBaHUS
pereHne KOHTPOJIbHOTO (HaI30PHOTO) OpraHa B YaCTH BBISIBJICHHOTO HapyIIeHUs TpeOOBaHUN JacTei 1 -
3 cratbu 53 HacTosero deaepanbHOro 3aKOHa OTMEHEHO. B yka3aHHOM cilydae JAeiicTBUE JTUILIEH3UHU Ha
(hapMaIeBTUUECKYI0 JACSATEIHbHOCTh B YAaCTH OCYIIECTBJICHHS OMNTOBOM TOPTOBIU JIEKAPCTBEHHBIMU
CpeICTBaMU JUISI MEAUIIMHCKOTO MPUMEHEHHUST BO3OOHOBISIETCS HE MO3JHEE OJTHOTO pabodero JHS CO JTHS
OTMEHBI PEIICHUS KOHTPOJIBHOTO (HAA30PHOT0) OpraHa.

Cratba 9. [locypapcTBeHHbINW KOHTponb (Hag3op) B cdepe obGpalieHus
neKapcTBEeHHbIX CpeacTB

(B pen. denepanpHoro 3akoHa ot 11.06.2021 N 170-D3)
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1. TocymapcTBeHHBIi KOHTpOJIb (Ham30p) B cdepe oOpamieHus JIEKapCTBEHHBIX CPEICTB
OCYIIECTBIISIETCS MOCPEICTBOM (heepaabHOr0 TOCYyAapCTBEHHOIO KOHTpoys (Ham3opa) B cdepe
oOpareHusi JEeKapCTBEHHBIX CPEICTB M (eaepaIbHOTO TOCYAAPCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS
JESTENILHOCTH 110 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBISAEMBIX (eAepatbHbIMU OpraHaAMH
HCTIOJIHUTEJILHOM BIACTH, yroJiHOMOoUYeHHbIMU [IpaBuTenscTBOM Poccuiickoit @enepanuu.

2. Ilpemmerom QenepanibHOrO TOCYIAapCTBEHHOTO KOHTpossi (Ham3opa) B cdepe oOparmeHus
JICKapCTBEHHBIX CPEICTB SABJISIOTCS:

1) cobmonenue o0s3aTeNbHBIX TpeOOBaHUH B cepe oOpalieHus JeKapCTBEHHBIX CPEICTB, B TOM
qucIe:

a) Tpe60BaHHﬁ K OOKIMHHUYCCKHM HMCCICAOBAaHHUAM JICKAPCTBCHHBIX CPCACTB, KIMHUYCCKHUM
UCCIIEIOBAHMAM JICKAPCTBEHHBIX IMIPENapaToB, H3TOTOBICHUIO, XPAaHEHHUIO, IIEPEBO3KE, BBO3Y B
Poccuiickyro ®epepanuro, OTHYCKY, peaiM3allM, Ieperade, MNpOJaKe JEKAPCTBEHHBIX CPEJICTB,
MIPUMEHEHHIO JIEKAPCTBEHHBIX IPENapaToB, YHUUTOXKEHUIO JIEKAPCTBEHHBIX CPEJCTB, YCTAHOBJICHUIO
MPOU3BOJUTCIIAMU JICKAPCTBCHHBIX IIPCIApAaTOB LCH HaA JICKAPCTBCHHBIC NPCIapaTbl, BKIKOUYCHHBIC B
nepeyeHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

0) TpecOOBaHWUN K COOTBETCTBUIO JICKAPCTBEHHBIX CPEICTB, HAXOMISIIUXCS B OOpaIcHUH,
MOKa3aTessiM KauecTBa, 3((HEeKTUBHOCTH M 0€30IaCHOCTH, YCTAHOBIEHHBIM B COOTBETCTBUU C HACTOSIIUM
®denepanbHbIM 3aKOHOM;

B) TpeOOBaHMI K COONIOACHHUIO CyOBEKTaMHU OOpAaIEeHHUS JIEKApCTBEHHBIX CPENICTB, YKa3aHHBIX B
gacTu 1 cratbu 67.1 Hactosimero denepaibHOrO 3aKOHA, OTPAHUYCHUH, HaJaraeMblx cTtatbsiMu 67.1 u
67.2 nacrosuero denepanbHOro 3aKOHA;

2) coburoieHNE JIMIIEH3UNOHHBIX TPEOOBAaHUI K OCYIIECTBICHHUIO (hapMaIleBTUUECKOU JIESITEIbHOCTH;

3) cobmoienne TpebOBaHUN K MPEAOCTaBICHUIO CyObEeKTaMU OOpaIlleHus IEKAPCTBEHHBIX CPEJICTB
vH(pOpMaIIUA O JIEKAPCTBEHHBIX CpEACTBaX W (WJIM) JIEKAPCTBEHHBIX Tperaparax, MpelyCMOTPEHHOU
crathsamu 9.1, 52.1, 52.2 u 64 Hacrosmero deaepalbHOro 3aKOHA;

(B pen. ®exnepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

IIpumeyanue.
C 01.03.2026 . 4 4. 2 ct. 9 yrpaunBaet cwry (D3 o1 20.10.2022 N 405-D3).

4) cobmoieHue IpeyCMOTPEHHBIX cTaThelt 55.1 Hacrosmero deaepanbHOro 3aK0Ha TPEOOBAHUN K
MIPOBEACHUIO SKCIEPUMEHTA 10 OCYIIECTBICHUI PO3HUYHON TOPrOBJIM JEKAPCTBEHHBIMU IperapaTaMu
JUIST MEIUUMUHCKOTO TPUMEHEHHMs, OTIYCKaeMbIMH [0 pELENTy Ha JEKapCTBEHHBI Mpenapar,
JIUCTAHIIMOHHBIM CIIOCOOOM.

(. 4 BBeneH PenepanbHbM 3akoHOM 0T 20.10.2022 N 405-D3)

2.1. B menax oOecneueHuss TOCYIapCTBEHHOIO KOHTpois (Haa3opa) B cdepe oOpaiieHus
JICKapCTBEHHBIX  CPEACTB  (elepalbHbIi OpraH HCIOJHUTEIbHOM  BJIACTH, OCYIIECTBIISIOIIUI
TOCYapCTBEHHYIO PETHCTPANNIO JICKAPCTBEHHBIX IPENapaToB, MPEJOCTaBIsAeT (erepalbHOMYy OpraHy
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WCIIOJIHUTENIBHON  BJIACTH, OCYUIIECTBISIONIEMY (YHKIMHM 1O KOHTPOJIO M Haa3opy B cdepe
3IpaBOOXPaHEHUs, [0 €r0 3alpPOCy B PaMKaX MEXBEIOMCTBEHHOTO WH(OPMAIMOHHOTO B3aUMOICHCTBUS
B TMOpSIKe, YCTAaHOBJICHHOM YKa3aHHbIMU (elepalbHbIMU OpraHaMH HCIIOJHUTEIBHOM BIIACTH,
CJIEIYIOIIME CBEIECHMUSI O JIEKAPCTBEHHBIX CPEJICTBAX, B TOM YHUCJIE B Clly4yae, €CJId TaKue CBEICHUS
COCTaBJISIIOT KOMMEPUYECKYIO TaliHy:

1) cBenenwmst 0 hapManeBTUUECKON CyOCTaHIINU:

a) HauMeHOBaHue (hapMaleBTHYECKOM CyOCTaHIINH, €€ CTPYKTYpa, OOIIHe CBOWCTBA;
0) HauMEHOBAaHME U a/1pEC MPOU3BOAUTEIS;

B) CBOICTBA U CTPYKTypa ACHCTBYIOLIUX BEIIECTB;

I') XapaKTepUCTHKA IpUMeceil;

n) crietpukanys Ha (apMaleBTUUECKYIO CyOCTaHIINIO U €€ 000CHOBAHUE;

€) aHAINTHYCCKUE METOJUKH, WCIIOJIB3YyeMble TIPH OCYIIECTBICHHH KOHTPOJIA KadecTBa
(hapmalleBTUUECKOI CyOCTaHIINY;

) pe3yJIbTaThl aHATU30B CEpUil papMalleBTUUECKON CyOCcTaHIIUY;

3) mepevyeHb CTaHAAPTHBIX 00pa3ILIOB WM BEIIECTB, UCIOIb3yEMbIX MPH OCYLIECTBICHUN KOHTPOIIS
KadecTBa (papMarieBTUIECKON CyOCTaHIINM,

1) OMUCaHNE XapaKTePUCTHK U CBOWCTB YITAKOBOYHBIX MaTEPHANIOB M YKYTIOPOUHBIX CPECTB;
K) TaHHBIE O CTAOMJIBHOCTH (DapMalleBTUYECKON CyOCTaHIINN;

J) CPOK TOJTHOCTH;

2) cBelleHHsI O JIEKAapCTBEHHOM IIpenapare Jjisi MEAUIIUHCKOTO MPUMEHEHHUS

a) OMMCaHKe U COCTaB JIEKAPCTBEHHOT'O MpernapaTa Jisi METUIIUHCKOTO MPUMEHEHHUS;

0) omnmcanue QapmareBTUYECKON pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOMN
YIaKOBKH);

B) HalIMEHOBAHME U aJpec MECTa OCYLIECTBIEHUs MPOU3BOJCTBA JICKAPCTBEHHOIO Ipenapara Jis
MEIUIMHCKOTO NMPUMEHEHHs (B cCllydae HaJW4YMs HECKOJBKMX YYaCTHHMKOB IIpoliecca MPOM3BOACTBA
He00X0IMMO yKa3aTh HAMMEHOBAHHE U apec KaXJI0T0 U3 HUX);

') MUKPOOHMOJIOTUYECKHE XapaKTEPUCTUKH;
1) OITMCaHKE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MaTEPHAJIOB M YKYIIOPOUHBIX CPEJCTB;
€) TpeOOBaHUS K KaueCTBY BCIIOMOTaTeNbHBIX BELIECTB;

)K) AHAIIUTUYCCKUE MCETOJAUKH, HUCIOJB3YEMBIC TIIPU OCYIICCTBICHHU KOHTPOJA KadeCTBa
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BCIIOMOT'aTCIbHBIX BECIICCTB,

3) CBCACHUA 00 HCHOJIB30BAHMHU BCIIOMOTraTEIbHBIX BCIICCTB YCJIOBCUYCCKOIO M JKHMBOTHOI'O
IIPOUCXOXKIACHUSA,

I/I) CBCIACHUA 00 MCIO0JIb30BAHUHU HOBBIX BCIIOMOTaTE/IbHBIX BCIICCTB,

K) TpeOOBaHUS K KayecTBY JIEKapCTBEHHOTO IIperapara Uil MEIUIMHCKOTO MPUMEHEHHS
(ceprucdukar, cienuduKanys Ha JIEKapCTBEHHBIN Mpenapar u uX 000CHOBAHUE);

J'I) AHAIIUTUYCCKUE MCTOAWKH, HCIIOJIB3YEMBIC IIPM OCYHICCTBJICHHH KOHTPOJA Kad€CTBa
JICKApCTBCHHOTO IperiapaTa JJIis1 MCAUIHUHCKOI'O IPUMCHCHUS

M) pe3yJIbTaThl AaHAJIM30B CEPUI JIEKApCTBEHHOTO IIpenapara Jjsi MEJUIIMHCKOTO IPUMEHEHUS;
H) XapaKTepUCTHKa IPUMECEH;

O) NEePCUCHb CTAaHAAPTHBIX o6pa3u0B, HCIIOJIB3YCMbIX IIPpHU OCYILICCTBJIICHHUU KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO ITperiapara JJIs1 MCAUIUHCKOI'O IPUMCHCHUS |

1) JJaHHBIC O CTAOMIILHOCTH JICKAPCTBEHHOTO IIpernapara Jyisi MEIUIIMHCKOTO IPUMEHEHNS,
3) OTYETHI O JOKIUHUYECKUX UCCIICIOBAHMSIX;

4) OTYETHI O KIIMHUYECKUX UCCIICIOBAHUSIX;

5) macrep-daiin cuctemsl papMakoHaA30pa;

6) MIaH ynpaBiIeHUs! pUCKAMH.
(uactsb 2.1 BBeneHa @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

3. Ilpu ocymecTtBieHun (¢eaepaabHOro TroCylapCTBEHHOTO KOHTposis (Haa3opa) B cdepe
oOpallleHus1 JIEKAPCTBEHHBIX CPEACTB MPOBOASTCS CIEIYIOIIME BUIbl KOHTPOJIbHBIX (HAJI30PHBIX)
MEPONPUATHN:

1) nokyMeHTapHas IpOBEPKa;

2) Bble3HAsI IPOBEPKA;

3) BIOOPOUYHBII KOHTPOJIb KaYecTBa;
4) KOHTpOJIbHAs 3aKYIIKa;

5) MHCTIEKITMOHHBIA BU3UT;

6) HabmozeHue 3a coOMoZieHHeM 00s3aTeNbHbIX TpeOOBaHUN (MOHUTOPHHI OE30MACHOCTH)
(bapmakonaazop).

4. Opranu3zaiys 1 ocyIecTBieHne GpeaeparbHOro rocyJapCTBEHHOTO KOHTPOIIs (Ha3opa) B cdepe
oOpareHust JEKapCTBEHHBIX CpencTB perynupytorcs denepanpabiM 3akoHoM OT 31 mrons 2020 roma N
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248-®3 "O rocygapCcTBEHHOM KOHTpoJie (HAa30pe) W MYyHHUIMIIAILHOM KOHTpoje B Poccuiickoi
Oenepanun".

5. BuennaHoBBI BBIOOPOUYHBIM KOHTPOJIb KadyecTBa IPOBOJUTCS B TOM 4YHCJIE HAa OCHOBAHUHU
IIPOTrpaMMBbI IIPOBEPOK.

6. [TnaHoBBIN BRIOOPOYHBIN KOHTPOJIh KA4ECTBA HE TPOBOIUTCS.

7. Ilo pesynbTaram (enepabHOTO TOCYJIApPCTBEHHOTO KOHTPOJsS (Ham3opa) B chepe obOpamieHus
JICKAPCTBEHHBIX CPEACTB HapsAy C PEIICHHUSIMH, MPEayCMOTpeHHbIMH DenepaiabHbIM 3aKOHOM OT 31
utosst 2020 roga N 248-®3 "O rocyaapcTBEHHOM KOHTpPOJE (HAA30pe) U MyHHUIUMIIAILHOM KOHTPOJIE B
Poccuiickoit deneparuu”, GpenepaabHbIMI OpraHaMH HCIIOJIHUTEILHON BJIACTH, YIIOJIHOMOYEHHBIMU Ha
ocymiecTBieHUe (eaepaTbHOro TroCyJapCTBEHHOTO KOHTpossi (Ham3opa) B chepe oOparieHus
JICKApCTBEHHBIX CPEACTB, IPUHUMAIOTCS CIICAYIONIHE PEIICHUS:

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) (6] HaHBHeﬁmeM rpaxxaaHCKOM 06op0Te CCpUH, NMAPTHU COOTBECTCTBYIOLICIO JICKAPCTBECHHOI'O
CpeacTBa B Cliydac MOATBCPKACHUA IO PE3YJIbTaTaM IPOBCIACHHBIX HCIIBITAaHUN COOTBETCTBHS KAadeCTBa
JICKApCTBCHHOT'O CpeACTBA YCTAHOBJICHHBIM Tpe60BaHI/I$IM;

2) 00 W3BATHH M3 TPAXKIAHCKOTO 00OpOTa CEpUH, MAPTUU COOTBETCTBYIOIIETO JICKAPCTBEHHOTO
CpeAcTBa B Cilyd4ae BBISBJICHUS IO pe3yJibTaTaM IPOBEACHHBIX HCIBITAHUN HECOOTBETCTBMS KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBAHUSM;

3) o mepeBoje JEKApCTBEHHOI'O CpPEACTBAa Ha IOCEPUHHBIM BHIOOPOUHBIH KOHTPOJIb KayecTBa
JIEKapCTBEHHBIX CPEJCTB B CIy4yae MOBTOPHOTO BBHISBICHMS] HECOOTBETCTBUS Kaue€CTBa JIEKAPCTBEHHOTO
CpeACTBa YCTaHOBJIEHHBIM TpeOOBaHMUAM M (MPU HEOOXOAMMOCTH) O NpPOBEpKE CcyOBeKTa OOpaleHHs
JIEKapCTBEHHBIX CPEJCTB. Pacxo/pl, cBsi3aHHBIE C MPOBEJECHUEM MOCEPUHHOTO0 BHIOOPOYHOIO KOHTPOJI,
OIJIAYUBAIOTCS. MPOU3BOJAUTENIEM JIEKAPCTBEHHOI'O CpEACTBa JMOO JepiKaTesieM WINM BIIaJelbleM
PErUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO Mpenapara;

4) 0 CHATUM JIEKAPCTBEHHOTO CpPEJCTBA C IOCEPUMHOr0 BBIOOPOYHOIO KOHTPOJS KadecTBa
JIEKapCTBEHHBIX CPEJACTB HAa OCHOBAHMM IIOJIOKUTEJBHBIX OKCHEPTHBIX 3aKIIOYEHUH, BBIJAHHBIX
(benepambHBIM TOCYJApCTBEHHBIM OIOJDKETHBIM YUPEXKAECHUEM, IO0ABEIOMCTBEHHBIM (eepalbHOMY
OpraHy HCIOJHUTEIbHON BJIACTH, OCYLIECTBISAIOIIEMY (YHKIHMU IO KOHTPOIIO M Haa30py B cdepe
3JIpaBOOXpaHEHMs, WK (hefiepalibHOMY OpraHy MCHOJIHHUTENBHOM BIIACTH, OCYLIECTBISIOMIEMY (YHKLIUU
10 KOHTPOJIIO U HAA30py B cepe oOpalieHus JeKapCTBEHHBIX CPEACTB /ISl BETEPUHAPHOTO IPUMEHEHMUS,
Ha OCHOBAaHMHU INPOTOKOJIA UCIIBITAHUN JIEKAPCTBEHHOTO CPEJCTBA, IPOBEIACHHBIX IO BCEM IOKAa3aTENSM
YTBEP’KJICHHOW HOPMATHBHOW JTOKYMEHTAllUW (HOPMAaTHMBHOIO JIOKyMEHTa) B OTHOIIEHMM TpPEX CepHid
JIEKapCTBEHHOI'O CPEJICTBA.

(1. 4 BBeneH @enepanbHbIM 3ak0HOM OT 30.01.2024 N 1-D3)

8. denepanpHBIi rOCYIapCTBEHHBIN JIMLEH3UOHHBIA KOHTPOJIb JEATENBHOCTH 110 MPOU3BOACTBY
JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCS B COOTBETCTBMM C 3aKOHOJATEIBCTBOM Poccuiickoit

denepanuu.

CraTtbsa 9.1. lNporpamma npoBepokK
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(BBenena dexnepanbHbM 3aKk0HOM OT 11.06.2021 N 170-D3)

1. B mensix opranu3anuu BHIOOPOYHOTO KOHTPOJIS KaueCcTBa JIEKAPCTBEHHBIX CPEACTB (hOpMUPYETCS
IIporpaMMa IpoBEpOK.

2. lnsg uened peanu3alvd MPOTrpaMMBbl IPOBEPOK MPOU3BOJUTENN JIEKAPCTBEHHBIX CPEIACTB M
OpraHM3alfy, OCYLIECTBISIIOIINE BBO3 JIEKAPCTBEHHBIX cpeactB B Poccuiickyro dDexnepanuto,
MPEAOCTABIIAIOT B OTHOLIEHUWU JIEKAPCTBEHHBIX CPEACTB JUIl MEIHUIMHCKOTO IPUMEHEHHs B
YIOJTHOMOYCHHBIN (efepanbHblii OpraH HCIOJHUTEIBHON BIACTH, OCYIIECTBISIONINN (YHKIUU TI0
KOHTPOJIIO U HaI30py B cdepe 3apaBOOXpaHEHHUS, B OTHOLIEHUU JIEKApPCTBEHHBIX CPEACTB JUIA
BETEPUHAPHOTO MPUMEHEHUS B YIOJHOMOYECHHBIA (eAepaabHblii OpraH HCIOJIHUTEIBHOW BIIACTH,
OCYIIECTBISIONINI (DYHKIMU 110 KOHTPOJIIO U HAJA30py B cepe oOpalleHust JIeKapCTBEHHBIX CPEICTB s
BETEPUHAPHOTO MPUMEHEHUS, CBEICHUS O CEpUSX, MAPTUSIX JEKAPCTBEHHBIX CPEACTB, MOCTYMHAOIINX B
rpaxaanckuii o6opotr B Poccuiickoit ®enepanuu, B MOpsAIKe, COCTaBE U O0OBEME, YCTaHOBJIEHHBIX
yKa3aHHBIMU (heJiepaTbHBIMA OpraHaMH UCIIOJHUTEIILHOM BJIACTH B OTHOIIICHUH JICKAPCTBEHHBIX CPEICTB
JUIST MEIUUMHCKOTO IPUMEHEHHS U B OTHOLUEHUHU JIEKAPCTBEHHBIX CPEACTB Il BETEPUHAPHOIO
MPUMEHEHUSI COOTBETCTBEHHO.

3. Ilporpamma mpoBepok (opmupyeTcss Ha KajleHAapHbId roj B cpok a0 30 nmekabps roaa,
MIPEIIECTBYIOIIErO IOy MIPOBEIECHUS BEBIOOPOUHOTO KOHTPOJIS.

nn

4. B cinydae HaAcTyIUJIeHHMsI COOBITHH, yKa3aHHBIX B MOAMyHKTax "0" u "B" myHkra 2 yactu 6
HaCTOSIIEH cTaTbu, (efepabHBIM OPraHOM HCTIOJIHHUTENBHOW BIIACTH, OCYHIECTBISIFOIINM (DYHKIHH TI0
KOHTPOJIIO M HAJI30py B cdepe 3/apaBooXpaHeHUs, (eaepalbHbIM OpPraHOM MCIOJHHUTEIbHOH BiacTw,
OCYIIECTBIISAIONMM (DYHKIIUH 110 KOHTPOJIIO U HAA30py B chepe 0OpalleHus JeKapCTBEHHbBIX CPEICTB s
BETEPUHAPHOTO IPUMEHEHHs, IpU HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOIIHME M3MEHEHHUS B
MIPOrpaMMy MPOBEPOK.

5. B mporpammy npoBEpOK MOT'YT BKJIFOUATHCS MEPOIIPHUSTHS C YUETOM HAapYLIEHH, BBIBICHHBIX B
pamMKax KOHTPOJIBHBIX (HaJ30PHBIX) MEPONPUITHI 3a MPEAbIAYIINNA KaJleHAApHBINA IO/,

6. IIporpamma npoBEpOK COAEPIKUT:

1) nepedeHb JEKapCTBEHHBIX CPEACTB, 0TOOpP 00Pa3I0B KOTOPBIX Oy/IET OCYLIECTBISTHCS B paMKax
BBIOOPOYHOT'O KOHTPOJISI, (POPMHUPYEMBIH C yUETOM Pe3yJIbTaTOB T'OCYAAPCTBEHHOTO KOHTPOJIS (HaA30pa)
B chepe oOpaleHus JIEKapCTBEHHBIX CPECTB 3a KaJICHAAPHBIN I0Jl, MPEIeCTBYIOIINMI roy TPOBEICHHS
BBIOOPOYHOI'O KOHTPOJIS;

2) ykazaHue Ha COOBITHE, HACTYIJICHHE KOTOPOIO SIBJISETCS OCHOBAaHMEM JJIsi OCYIIECTBIICHUS
BBIOOPOYHOT'O KOHTPOJIS:

a) MOJy4YeHHE CBENEHUH, MPEICTaBIIEMbIX B COCTaBe U 00BbEME, YCTAHOBIIEHHBIX (eaepaabHbIM
OpPraHOM HCIOJHHUTENBHOM BIACTH, OCYIIECTBISAIOUIMM (DYHKIMHM IO KOHTPOJIIO W Haa30py B cdepe
3/IpaBOOXpaHeHus], GefepalbHbIM OPraHOM HCIOJHUTENBHON BJIACTH, OCYHIECTBISAIOMUM (DYHKLIUU IO
KOHTPOJIIO U HaJ30py B chepe oOpalieHus JIeKapcTBEHHBIX CPECTB AJISi BETEPUHAPHOTO MPUMEHEHHUS, O
CepHsiX, MApTUSX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAMIINX B TpakaaHCKui oOopoT B Poccuiickoi
@enepanyy, yKa3aHHbIX B IIyHKTE | HacTOsALIEM 4YacTH, OpPraHU3alUsAMHU, OCYIIECTBIISIOLIMMU
IIPOU3BOJICTBO JIEKAPCTBEHHBIX cpeAcTB B Poccuiickoit denepanny U BBO3 JEKAPCTBEHHBIX CPEICTB B
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Poccuiickyro deneparuro, 3a HCKIIOYCHUEM CEPUIl HITH TTAPTHIA JICKAPCTBEHHBIX MPETapaToB, YKa3aHHBIX
B yacTtu 4 cratbu 52.1 u yactu 6 crateu 52.2 Hactosiero denepanbHOro 3aKOHa;
(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

0) moJsydeHue MOCTyHarollel B MOpsIKe, YCTAHOBJICHHOM cTaThel 64 Hactosiero denepaibHOTO
3aKoHa, HH(OpPMALUK O MOOOYHBIX JIEHCTBUSAX, HEKEIATEIbHBIX PEAKIUAX, CEPHE3HBIX HEXKeNaTeIbHBIX
peakuusx, HEMPEABUICHHBIX HEKEIATENbHbIX PEAKIUAX [IPU PUMEHEHUH JIEKAPCTBEHHBIX MPENaparos,
00 MHAWMBHUYyaIbHOM HENEPEHOCHUMOCTH, OTCYTCTBUU 3(PPEKTUBHOCTU JIEKAPCTBEHHBIX MpENaparoB, a
Takke 00 MHBIX (pakTax U OOCTOSATENBCTBAX, MPEACTABIAIONIMX YTPO3y KU3HU MM 3I0POBBIO YEIOBEKA
700 JKUBOTHOTO IPH NPUMEHEHUHU JIeKapCTBEHHBIX IpPENapaToB W BBIIBICHHBIX Ha BCEX JTamax
oOpalieHus JIeKapCTBEHHBIX MpenapaTroB B Poccuiickoit deaepanyu u Ipyrux rocy1apcraax;

B) mojyuyeHue B coorBeTcTBUU ¢ DenepanbHbiM 3akoHOM oT 31 wurons 2020 roga N 248-03 "O
rOCyJapCTBEHHOM KOHTpoJie (Haa30pe) W MyHHIMNAIbLHOM KoHTposie B Poccuiickoit ®enepammn"
CBEJICHMI O MPUYMHEHUHU BpeAa WM 00 yrpo3e NMPUYMHEHHUS Bpela >KU3HU, 3J0POBBIO TpaXKIAH MU
JKMBOTHBIX.

Cratba 9.2. TlocypapCTBeHHbIM KOHTpOnb (Hag3op) 3a  peanusauuvewn
MUCNONMHUTENbHLIMU oOpraHamm cyobektoB Poccunckon Pegepaumm MNOSIHOMOYUNA B
ccepe obpaLleHUsA nekKapCcTBEeHHbIX CPeacTB AN MeAULIMHCKOrO NPUMMEHeHUsA
(B pen. @exnepanbHoro 3akona ot 08.08.2024 N 232-03)

(BBenena denepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. T'ocynapcTBeHHBIN KOHTPOJIb (HAI30D) 3a peanu3anueil UCIOTHUTENbHBIMA OpraHaMu CyOBEeKTOB
Poccuiickoit @enepannun moJIHOMOYHM B cepe 0OpaleHus JIEKapCTBEHHBIX CPEJCTB IJIsi MEAUIIMHCKOTO
MIPUMEHEHHUsI OCYLIECTBIsETC ynoiaHoMoueHHbIM [IpaBurensctBoMm Poccuiickoii denepanun opranom
WCTIOJIHUTEIbHOMN BJIACTH.

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

2. IlpeaMeToM TrocynapCTBEHHOTO KOHTpOJisi (HaA30pa) 3a peanu3alueidl HCHOIHUTETbHBIMU
opranamu cyowsekToB Poccuiickoit @enepanun mnoinHoMouuid B cepe oOpaleHus JIeKapCTBEHHBIX
CpCACTB Ajid MCAUTTUHCKOI'O NPUMCHCHHSA ABJIACTCA CO6J'IIO}1€HI/I€ YIOOJHOMOYCHHBIMU UCITIOJIHUTCIIbHBIMU
opranamu cy0bekToB Poccuiickoii @enepaiiu METOIUKN YCTAaHOBJICHUS MPEAETIbHBIX Pa3MEPOB ONTOBBIX
Haﬂ6aBOK U OpCACIbHBIX Pa3MCpPOB PO3HHUYHBIX Ha)16aBOK K q)aKTI/I‘IGCKI/IM OTIIYCKHBIM II€HAaM,
YCTQHOBJICHHBIM IPOM3BOAMUTENSAMHU JIEKAPCTBEHHBIX TIpErapaTroB, Ha JIEKApCTBEHHBbIE IpenapaTsl,
BKIIFOYCHHBIC B IICPCUYCHD )KU3HCHHO HeO6XO)II/IMI)IX ¥ BaKHEHIIINX JICKAPCTBCHHBIX ITPCIIapaToB.

(B pen. denepanbroro 3akoHa ot 08.08.2024 N 232-03)

3. Tlpm ocymecTBIeHHH TOCYAapCTBEHHOTrO KOHTpoyis  (Haa3opa) 3a  peanu3amueit
WCIIOJIHUTENBHBIMU OpraHaMu cyObekToB Poccuiickoit ®Deneparuu monHomounii B cepe obparieHus

JICKApCTBCHHBIX CPEACTB JJII MCAUTTUHCKOI'0 IPUMEHCHUA TPOBOAATCA CICAYIOMIUEC BHU/IbL MepOHpHﬂTHﬁZ
(B pen. @enepanpHoro 3akona ot 08.08.2024 N 232-03)

1) nOKyMeHTapHbIE POBEPKH;

2) BbI€3/IHBIE TPOBEPKH.
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4. OpraHuzanusi U OCYIIECTBIEHHE T'OCYJapCTBEHHOIO KOHTPOJA (Haa30pa) 3a peau3anueit
UCTIOJHUTENBHBIMUA OpraHaMu cyO0bekToB Poccuiickoit dexepanmu mnosHomounii B chepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB ISl MEAULIMHCKOTO MPUMEHEHUS peryaupyrorcs denepanbHbIM 3aKOHOM OT 21
nexabpst 2021 roga N 414-®3 "OO6 0o0muUX NpUHIMIIAX OpraHU3alMU MMyOIMYHOW BIACTH B CyOBEKTax
Poccuiickoit denepanun'.

(B pen. @enepanbuoro 3akoHa ot 08.08.2024 N 232-D3)

5. TlonoxeHne O rocyJapCTBEHHOM KOHTposie (Haa3ope) 3a peanu3anueidl HCIOJIHUTENbHBIMU
opranamu cyowsekToB Poccuiickoit @enepanun moaHOMOYHMHA B cdepe oOpalieHus: JIeKapCTBEHHBIX
CPEICTB Il MEIULIMHCKOTrO NpUMeHeHus yTBepxkaaercs IIpasurensctBom Poccuiickoit denepanun.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

Cratbsa 9.3. PermoHanbHbIW rocyaapCTBEHHbIA KOHTPOIb (HaA30p) 3a NPUMEeHeHueMm
LeH Ha NeKapCTBeHHbIe npenapartbl, BKIOYEHHblIe B NepeYeHb XXU3HEHHO Heob6XoaAuMbIX
M BaXXHEMLLUUX NleKapCTBEeHHbIX NpenapaToB

(BBeneHa ®enepanbHbIM 3ak0HOM OT 11.06.2021 N 170-D3)

1. PervoHanbHbIN TOCY1apCTBEHHBIH KOHTPOJIb (HA/30p) 3a MPUMEHEHUEM LIEH Ha JIEKapCTBEHHbIE
Ipernaparhl, BKJIIOUEHHbIE B IEpEUYeHb XU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX
MpernaparoB, OCYHIECTBISIETCS HCHOJHHUTEIBHBIM oOpraHoM cyOwsekTa Poccuiickoii ®enepanuu,
YIOJIHOMOYEHHBIM BBICIIMM UCIIOJIHUTEIBHBIM OpraHoM cy0bekTa Poccuiickoit @enepanuu.

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

2. IlpeaMeToM PErMOHAIBHOTO I'OCYJApCTBEHHOIO KOHTpPOJIA (Haq30pa) 3a NPUMEHEHHEM LIeH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOUYEHHbIE B IMEpPEUYEHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX  IpernapaTroB, SBISETCS  COONIOJEHHME  OpraHu3alMs MM  ONTOBOM  TOProBiIU
JIEKapCTBEHHBIMU CPEICTBAMM, allTEYHBIMU OpPraHMU3ALMSIMH, UHAUBUIYAIbHBIMHU MPEANPUHUMATEISIMH,
UMEIOIIMMHU  JIMIEH3UI0 Ha (apMaleBTUYECKYIO0 JAEATeNbHOCTh, MEIUIMHCKUMHU OpraHu3alusMu,
MMEIOLIUMHU JIMIIEH3HUI0 Ha (hapMalieBTHUECKYIO JIeATeIbHOCTh, U UX 000COOJIEHHBIMU MOpPa3IeICHUSIMH,
PacroJIOKEHHBIMU B CEJIbCKMX HACEJIEHHBIX MMYHKTaxX, B KOTOPBIX OTCYTCTBYIOT alTEUHbIE OpraHU3aluy,
IIpU pean3alii JEKapCTBEHHBIX IMpernapaToB TpeOOBaHUI K MPUMEHEHUIO II€H, YPOBEHb KOTOPBIX HE
JOJDKEH TPEBBINIATh CyMMY (DAKTHYECKOM OTIMYCKHOW IIeHbI, YCTAHOBJIEHHOH IPOM3BOAUTENIEM
JIEKAPCTBEHHBIX IIPENAapaToOB, U KOTOPHIE HE IPEBBIIIAIOT 3apPErUCTPUPOBAHHBIX MPEACIIBHBIX OTIIYCKHBIX
LIEH, U Pa3MepOB ONTOBBIX HAJ0AaBOK U (WJIM) Pa3MEpPOB PO3HUYHBIX HAA0aBOK, HE MPEBBIMIAIOLINX
COOTBETCTBEHHO Pa3MEpOB MPEENIbHBIX ONTOBBIX HaJ0aBOK U (MJIM) pa3MEpOB MPEAEIbHBIX POSHUYHBIX
Ha/10aBOK, YCTAaHOBJICHHBIX B cyOobekTe Poccuiickoit denepanuu.

(B pen. ®exnepanbHoro 3akoHa ot 08.08.2024 N 323-03)

3. OpraHu3anus M OCYILECTBIIEHHE PETHOHAJIBHOIO TOCYJapCTBEHHOIO KOHTPOJS (Haa3opa) 3a
MIPUMEHEHHUEM 1IEH Ha JIEKApCTBEHHBIE NpENapaThl, BKJIOYEHHbIE B IEPEUCHb )KU3HEHHO HEOOXOIUMBIX U
BAYKHEHIINX JIEKAPCTBEHHBIX IIPENapaToB, perynnpyrorcs denepanbapiM 3akoHOM 0T 31 uronst 2020 rona
N 248-®3 "O rocymapcTBEHHOM KOHTpoJie (Haa30pe) M MYHMIMIAILHOM KOHTpojie B Poccuiickoit
Oenepanun".

4. TlonoxeHue 0 pPerHoHaIbHOM IOCYJapCTBEHHOM KOHTpOJE (HaA30pe) 3a INPUMEHEHHUEM LIEH Ha
JICKapCTBEHHbIE MpPENaparhl, BKIIOUEHHBIE B TMEPEUYEHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEUIIMX
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JICKApCTBEHHBIX TPENapaToB, YTBEPKIACTCS BBICIIMM HCIIOJIHUTEILHBIM OpraHoM cyObekTa Poccuiickoi
denepauuu.
(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

Cratba 9.4. ®efgepanbHbli rocyAapCTBEHHbIA  JFIMLIEH3UOHHbLIM  KOHTPOJSb
AeATeNbHOCTU NO NPOU3BOACTBY JleKapCTBEHHbIX CPEACTB

(BBeneHa PenepanbHbIM 3ak0oHOM OT 11.06.2021 N 170-D3)

1. ®enepasibHbIl rOCYJApCTBEHHBIM JUIIEH3UOHHBIN KOHTPOJb JAEATEIBHOCTU MO IPOU3BOJCTBY
JICKapCTBEHHBIX CPEJICTB OCYLIECTBIsIETCs (elepaibHbIMM OpraHaMHM MCIIOJIHUTENBHOW —BIIACTH,
ynostHoMo4eHHbIMU [IpaButensctBom Poccniickoit denepanun.

2. @enepalbHbIl TOCYJAPCTBEHHBIM JUIICH3UOHHBIN KOHTPOJb AEATEIBHOCTH MO MPOU3BOJCTBY
JIEKapCTBEHHBIX CPEJICTB OCYILECTBISETCS B COOTBETCTBUU ¢ DenepalibHbIM 3akoHOM OT 4 mast 2011 roga
N 99-®3 "O nuneH3upoBaHUM OTAEIBHBIX BUIOB JesaTeabHOCTH" 1 DenepaibHbIM 3aKOHOM OT 31 uroiist
2020 roma N 248-®3 "O rocymapCcTBEHHOM KOHTpoJie€ (Haa30pe) M MYHHUIMIIAIILBHOM KOHTPOJIE B
Poccuiickoit ®enepaunu". B pamkax ¢enepalbHOro rocyAapCTBEHHOTO JIMIIEH3HOHHOTO KOHTPOJIS
NESATEILHOCTH IO TPOU3BOJACTBY JIGKAPCTBEHHBIX CPEJICTB IUIAHOBBIE KOHTPOJBHBIC (HAI30pPHBIC)
MEPONPUSITHS HE TMPOBOMATCS, MPHU 3TOM MPOBOIAUTCS TEPHOIUYCCKOE IMOATBEPIKICHHE COOTBETCTBUS
JMIICH3UATOB JINIIEH3UOHHBIM TPeOOBAHUSAM B COOTBETCTBHH ¢ DenepaibHbIM 3akoHOM OT 4 mas 2011
roaa N 99-®3 "O nuneH3upoBaHUM OTICJIbHBIX BUJIOB JCSITEILHOCTH" .

Mnasa 5. PASPABOTKA, OOKITMHNYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHWYECKUE UCCIIEQOBAHUA
NEKAPCTBEHHbIX MPENAPATOB AnA BETEPUHAPHOIO NPUMEHEHUA

Cratbs 10. Pa3zpaboTka nekapCTBEeHHbIX CpeacTB

1. Pa3paboTka JEeKapCTBEHHBIX CpEACTB BKIIOYAET B Ce0s MOMCK HOBBIX (apMaKoJIOTHYECKU
aKTUBHBIX BEIIECTB, MOCJIENYyIOIlee H3YyYeHHE MX JIEKapCTBEHHBIX CBOMCTB, JIOKJIMHHYECKHE
HCCIIeIOBaHMs, Pa3pabOTKy TEXHOJIOTUH MpOU3BOACTBA (hapMaleBTHUECKUX CyOCTaHLUH, pa3paboTKy
COCTaBOB M TEXHOJIOTUI MPOU3BOCTBA JIEKAPCTBEHHBIX MTPENapaToB.

2. ®uHaHCOBOE OOecreueHne pa3paboTKH JEKaPCTBEHHBIX CPEJICTB OCYIIECTBISETCS 32 CUeT:
1) cpenctB deneparbHOTO OFOIKETA;
2) cpencTB pa3pabOTUYNKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CPEIICTB IIPOU3BOJUTENIEH JIEKapCTBEHHBIX CPENCTB pu BBIIIOJITHCHUH
HAY4YHO-HMCCJIE0BATENbCKUX PA0OT MO JOTOBOPY MEXAY pPa3pabOTUMKOM JIEKapCTBEHHBIX CPENICTB U
MIPOU3BOIUTEINIEM JIEKAPCTBEHHBIX CPEICTB;

4) HWHBIX HC 3alIPpCUICHHBIX 3aKOHOAATCILCTBOM Poccuiickoii d)e,uepaum/l HCTOYHHKOB.

3. IIpaBa pa3zpaboTurka JEKapCTBEHHOI'O CPEJICTBA OXPAHSIIOTCS IPa’kJaHCKUM 3aKOHO/1aTEIbCTBOM.
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Cratba 11. [JOKNUHMYECKOe MUcCcreaoBaHUe JleKapCTBEHHOro cpeacTtBa Ans
MeaULUHCKOro NpuMeHeHus

1. JIOKJIMHUYECKOE HCCIACIOBAHUE JICKAPCTBEHHOIO CPEACTBA IS MEAMIIMHCKOTO MPUMEHCHHUS
MPOBOAMUTCS MyTEeM MPUMEHEHHS HAyYHBIX METOIOB OILEHOK B MENAX IONYyYCHHS J0KA3aTeIbCTB
0e30macHOCTH, KauecTBa 1 3(H(PEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA.

2. JIOKIMHUYECKOE HCCIe0BaHUE JIEKAPCTBEHHOTO CPEACTBA ISl MEIUIIMHCKOTO MPHUMEHEHUS
MPOBOJUTCS B COOTBETCTBUHM C MpaBWIIAMHU HaJJICKalleld J1adOpaTOpHOM MPAKTUKH, YTBEPKIACHHBIMU
EBpa3uiickoii 5KOHOMUYECKOH KOMUCCHUEH.

(B pen. @exnepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

3. Jlns opraHu3anyy ¥ NPOBEACHUS TOKIMHUYECKOTO UCCIIeIOBAHUS JICKAPCTBEHHOTO CPE/ICTBA IS
MCIUIUHCKOI'0 IMPUMCHCHUA pa3pa6OT‘-II/IKI/I JICKAPCTBCHHLIX CPCACTB BIPABC IMPUBJICKATL HAYYHBIC
OpraHM3alyH, 00pa30BaTeIbHBIC OPraHU3ANH BBICIIETO 00pa30BaHUS U MHBIC OPTaHU3ALUH, UMEIOLIHNE
HEOOXOJMMYI0  MaTepHaIbHO-TEXHHUYECKYI0 0azy ©  KBAIM(UIMPOBAHHBIX  CHEIHMAJINCTOB B
COOTBETCTBYIOLIECH 00JIACTH MCCIICOBAHUS.

(uactsb 3 B pen. enepanproro 3akoHa ot 30.01.2024 N 1-D3)

4. JIOKIMHUYECKOE HCCIIe0BAaHUE JIEKAPCTBEHHOI'O CPEACTBA Ul METUIIMHCKOIO IMPUMEHEHMS
IIPOBOAMUTCS. IO YTBEPKIACHHOMY pa3pabOTUMKOM JIEKAPCTBEHHOIO CpEJICTBAa IUIAHY C BEIACHHEM
IIPOTOKOJIa 3TOI'0 HCCIIEAOBAHUS M COCTABICHHEM OTUY€Ta, B KOTOPOM COJEPIKATCS pe3yJibTaTbl 3TOTO
UCCIIEIOBAaHUSI W 3aK/IIOYEHHE O BO3MOXHOCTM IPOBEJIEHUS  KIMHUYECKOTO  HUCCIIEOBAHMS
JIEKapCTBEHHOI'O IIperapara JUisi MEJUIUHCKOTO IPUMEHEHUS.

5. [IpoBenenue npoBepok cOOMIOACHUS MPAaBUJ HaIeXKalel 1abopaTOpHON MPAKTUKU U TPABOBBIX
HOPM HCIIOJIb30BaHUsl >KMBOTHBIX IIPU IPOBEIEHUMU JOKIMHUYECKHX HCCIEIOBAHUN JIEKAPCTBEHHBIX
CpCACTB AJid MCIUIMWHCKOrO IMPHUMCHCHUS OCYHICCTBIIACTCA YIOJIHOMOYCHHBIM q)eI[epaJ'ILHBIM OopraHom
VCIIOJIHUTEJILHOH BJIACTH.

(B pen. @enepanbHoro 3axkoHa ot 22.12.2014 N 429-03)

6. Pe3ynbTaThl NOKIMHUYECKOTO HCCIEIOBaHMS JIEKAPCTBEHHOTO CPEACTBA Ul MEIUIIMHCKOIO
MIPUMEHEHUSI MOTYT OBITh INpPEACTaBIEHbl B YINOJHOMOYEHHBIN (enepalbHblil opraH MCHOJHUTEIbHOU
BJIACTU B YCTAHOBJIEHHOM HOPSIJIKE B LEJIAX PETUCTPALMH JIEKApCTBEHHOTO Mpernapara.

(B pen. ®exnepanbHoro 3akona ot 30.01.2024 N 1-D3)

Cratba 12. [JoknuHMYecKoe uUccnefoBaHUME JIeKapCTBEHHOro cpeacrtBa M
KNUHMYECKOe uccrefoBaHUe JieKapCTBEHHOro npenapata Ansi  BeTepUHapHOro
npUMeHeHus

1. JloxknuHMYECKOEe HCCIIEOBAHUE JIEKAPCTBEHHOI'O CPEACTBA JJIsi BETEPUHAPHOTO IPUMEHEHUs
IIPOBOAMTCS. IyTEM IPUMEHEHHS HAYYHBIX METOJOB OLIEHOK B LEISIX IOJIY4YEHHs JOKa3aTelIbCTB
0e30I1acHOCTH, KauecTBa U 3(P(HEeKTUBHOCTHU JEKAPCTBEHHOTO CPEACTBA, B TOM YUCIIE ONPEIEICHHs CpOKa
€ro BBIBEJICHUS U3 OpraHM3Ma JKMBOTHOTO, B LIEJSAX oOecreueHus: 0€30MacHOCTH MPOIYKIUU KUBOTHOTO
MIPOUCXOXACHUS MTOCIIE TPUMEHEHHUSI COOTBETCTBYIOIIETO JIEKapCTBEHHOTO Mpernapara.

2. JIOKJIIMHUYECKOE HCCIIEJOBAaHUE JIEKAPCTBEHHOTO CPEJICTBA M KIMHUYECKOE HCCIEAOBaHUE
JIEKApCTBEHHOTO TIpernapara is BETEPUHAPHOTO MPUMEHEHHUs, WCCIeoOBaHNE OWOIKBUBAJICHTHOCTH
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YKa3aHHOT'O JICKapCTBEHHOI'O Iperapara MPOBOAATCS B COOTBETCTBUM C IIpaBUJIAMU, YTBEP)KICHHBIMU
YIIOJIHOMOYEHHBIM (heiepabHBIM OPTaHOM HCTIOJIHUTEIIBHON BIACTH.

3. JIOKJIIMHUYECKOE HCCIIECNOBAaHUE JIEKAPCTBEHHOIO CpPEACTBA M KJIMHMYECKOE MCCIEI0BaHUE
JIEKAPCTBEHHOI'0 Ipernapara Uil BETEPUHAPHOIO IPUMEHEHMS IIPOBOIATCA II0 YTBEPKICHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOI'O CpPEACTBA IUIAHY C BEJIEHHEM IPOTOKOJIOB 3TUX HCCIENO0BaHUM U
COCTABJICHMEM OTYETOB, B KOTOPBIX COAEPKATCS PE3yJIbTaThl 3TUX UCCIICIOBAHUMN.

4. Jlng opraHu3aluy U NPOBENCHUS NOKIMHUYECKOIO HCCICIOBAaHUS JIEKAPCTBEHHOI'O CPENCTBA U
KIIMHUYECKOTO UCCIIEI0OBAaHMS JIEKAPCTBEHHOTO Mperapara Jjisi BETEPUHAPHOTO MPUMEHEHUS pa3padoTUuK
JEKapCTBEHHOIO  CPEICTBA  MOXET  IpUBJIEKaTb  OpraHu3aluM, MMEIOLIMe  HEoOXOIUMYIO
MaTepHAIbHO-TEXHUYECKYIO 0a3y M KBAIM(UIIMPOBAHHBIX CHEIHAINCTOB B COOTBETCTBYIOIIEH 001acTH
UCCIIEIOBaHUS.

5. KimHnyeckne uCClenoBaHMs JIEKAPCTBEHHBIX IIPENapaTroB JUIsl BETEPUHAPHOTO INPUMEHEHMS
IIPOBOJATCSL B BETEPUHAPHBIX OpraHU3alMiAX M B OpraHU3alMsAX, OCYIIECTBISIOUIMX pa3BelleHHeE,
BBIPALIIMBAHUE U CO/ICPKAHUE KUBOTHBIX, B LIEIISX:

1) YCTaHOBJICHHUS IICPECHOCUMOCTHU JICKAPCTBCHHLIX ITPETIapaTOB 3A0POBBIMHA KUBOTHBIMU

2) monbopa ONTUMAIBHBIX [TO3MPOBOK JIEKAPCTBEHHBIX IIpenapaToB W Kypca JICUeHHs Ha
KOHKPETHOM IpyIIIe )KUBOTHBIX C ONPEETICHHBIM 3a00JI€BaHUEM;

3) ycranoBieHHs 0e3011acHOCTH U AP (EKTUBHOCTH JIEKAPCTBEHHOTO Npenapara, peJHa3HaueHHOT 0
JUIsL JIeYE€HUs ONpeeTIeHHbIX 3a00JIeBaHUM KUBOTHBIX, MM 3((HEKTUBHOCTH JIEKAPCTBEHHOT'0 IpenapaTa
TS PO HIIAKTUKH 3200JI€BaHH 3I0POBBIX KHUBOTHBIX;

4) u3y4eHHs BO3MOXKHOCTEH pacIIMpeHUs MOKa3aHUN K MPUMEHEHHUIO 3aperucTPUpPOBAHHOTO
JIEKapCTBEHHOTO MperapaTa M BhISBICHUS paHee HEM3BECTHBIX TOOOYHBIX JICHCTBUH.

6. Knuanueckoe HCCICAOBAHUC JICKAPCTBCHHOI'O Npfnapara I BCETCPHUHAPHOI'O HNPHUMCHCHUS
OCYHICCTBJIACTCA 3a CUHET CPEACTB pa3pa6OT‘II/IKa JICKAPCTBCHHOTO CPCACTBA.

7. OTtyeTel O pe3yjibTaTax MOOKIIMHHUYCECKOI'0 HCCICAOBAHUA JICKAPCTBECHHOTO CpEACTBA U
KIMHUYCCKOr0o  HMCCJICIOBAaHUA  JICKAPCTBCHHOI'O  IIpfriapata [jid  BCTCPUHAPHOIO  IMPUMCHCHHA
COCTaBJIAIOTCA paBpa6OT‘lI/IKOM JICKApCTBCHHOI'O CpeACTBa € YUYCTOM 3aKJIIOYCHUM OpraHI/ISaHI/Iﬁ,
IMPUHUMABIINX YYAaCTUC B OPraHU3alui U IMPOBEACHHUU 3THUX HCCJ’IC}IOB&HHﬁ.

8. KOHTpOJ'IB 3a TMPOBCACHUCM HOOKIIMHHUYCCKUX I/ICCJ'IC,HOBaHI/Iﬁ JICKApCTBCHHBIX CPCACTB U
KIIMHUYCCKUX I/ICCJ'ICJIOBaHI/Iﬁ JICKApCTBCHHBIX  IpCrapaTroB g  BETCPUHAPHOTO  INMPHUMCHCHUA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM (I)C,Z[CpaHBHBIM OpraHoM HCIIOJIHUTEILHOM BIACTH.

Masa 6. OCYLWECTBJIEHUE FOCYOAPCTBEHHOW PETMCTPALIUN,
PEFMCTPAUUN NEKAPCTBEHHbIX NMPEMNAPATOB
(B pen. denepanpHoro 3akoHa oT 30.01.2024 N 1-D3)

[Ipumeuanmue.
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ITo 3agBnenusM, nomanHbiM 10 01.01.2021, nexapcTBeHHblE IpemapaThl A MEIULUHCKOTO
MIPUMEHEHUS PETUCTPUPYIOTCS B COOTBETCTBUH C TpeOoBaHUAMH, aeiicTBoBaBmumMu 10 30.01.2024. O
npuBeJeHUU B cooTBeTcTBHE ¢ akTamMu EADC Takux u paHee 3aperucTpUpOBAaHHBIX MPENapaToB CM.
@3 o1 30.01.2024 N 1-D3.

Cratba 13. [locypapcTBeHHas perucrpauusi, perucTpaums JneKapCTBEHHbIX
npenapatoB
(B pen. @enepansroro 3akoHa ot 30.01.2024 N 1-D3)

(B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccuiickoit ®enepanuu JOMyCKalOTCS MPOU3BOJACTBO, XpaHEHHUE, IEPEBO3Ka, BBO3 B
Poccuiickyro ®@enepanuro, BbiB0o3 U3 Poccuiickon Penepanuu, pexkiiama, OTIyCK, peanu3anus, nepeaaya,
NPUMEHEHNUE JIEKapCTBEHHBIX IIPENaparoB, €CIM OHU 3aPETUCTPUPOBAHBI  YIOJTHOMOYECHHBIM
(henepalbHbIM OPraHOM HCITOJIHUTEJILHON BJIACTH B COOTBETCTBUM C HacTOsSIIUM DenepalbHbIM 3aKOHOM
00 B COOTBETCTBUH C aKTaMH, COCTaBISIONMME 1paBo Coro3a.

(B pen. @enepanbHbix 3aK0HOB OT 13.07.2015 N 241-D3, ot 30.01.2024 N 1-D3)

2. 'ocynapcTBEHHOM perucTpanuy Mojyiexar:

1) Bce JnekapCTBEHHBIE TMperapaThl, BIIEPBBIE MOJJISKAIINEe BBOMY B oOpaimieHne B Poccuiickoit
®denepanuu;

2) nexkapCTBEHHbIE TIpemnapaTbl, 3aperuCTPUpPOBAHHBIE paHEe, HO IPOU3BEJCHHbIE B JPYTUX
JIEKapCTBEHHBIX (DOPMAxX B COOTBETCTBUM C MEPEYHEM HAUMEHOBAHMH JIEKapCTBEHHBIX (OpM, B HOBOM
JI03UPOBKE IMPU J0KA3aTENbCTBE €€ KIMHUYECKON 3HAUUMOCTH U 3P PEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMYU 3aPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX NTPENapaToB.

3. I'ocynapcTBeHHasi perucTpalys JIEKApCTBEHHBIX MPENApaTOB OCYLIECTBIISIETCS MO Pe3yJbTaTam
AKCTEPTU3BI JIEKAPCTBEHHBIX CPEJICTB.
(uactsb 3 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

4. TocynapcTBeHHas! perucTpalus JeKapCTBEHHOTO Mpernapara OCyIeCTBISIETCS COOTBETCTBYIOLIMM
YIIOJIHOMOYEHHBIM (e/iepalbHbIM OPraHOM HCIIOJHUTENIBHOW BJIACTH B CPOK, HE NpEBBIIAIOIINN cTa
IIeCTUJECATH pabodyux JHEW Cco JHS TPUHATHS 3asABJICHUS O TOCYIJapCTBEHHOM perucrpanuu
JIEKApCTBEHHOT0 Ipernapara Jisi MEAUIIMHCKOIO IPUMEHEHHUs], U B CPOK, HE IIPEBBIIIAIONINHT CTa JBaALaTH
pabounx JHEH co [AHS TNPUHATUS 3asBICHHUS O TOCYAApCTBEHHOW perucTpanuu JeKapCTBEHHOTO
npernapara Juis BEeTepUHAPHOTO NMPUMEHEHUs. B yKka3aHHBINM CpOK BKIIOYAETCsl BpeMsi, HEOOX0IMMoe /st
ITOBTOPHOTO TPOBEJAEHUS HKCIIEPTU3bl JIEKAPCTBEHHOI'O CPEICTBA B COOTBETCTBMM CO CTaTrbed 25
Hactosauero denepanbHoro 3akoHa. Cpok rocyIapCTBEHHON PErHMCTpaluy JIEKApCTBEHHOIO Ipernapara
UCYHCISETCS CO [JHS TMPHUHITUS COOTBETCTBYIOUIMM YIIOJIHOMOYEHHBIM (peiepalibHbIM OpPraHoM
WCIIOJIHUTEJIBHOW  BJIACTH  COOTBETCTBYIOILETO  3asBJICHUS O TOCYJAapCTBEHHOM  PErucTpaluu
JIEKapCTBEHHOI'0 TIperapara C MPWIOKEHUEM HEOOXOAUMBIX JOKYMEHTOB 10 JIeHb BBbIJIa4H
PETUCTPAIIMOHHOTO yI0CTOBEPEHHS JIEKApCTBEHHOT O penapaTa. Bpems, Heo6xoanMoe Ui HallpaBIeHUs
YHOJHOMOYEHHbIM (hefiepaiibHbIM OPraHoOM HCIOJIHUTENBbHOM BJIACTH 3ampoca O MpeAcTaBICHUN
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HEe0OXOIMMBIX MAaTEepPHAJIOB U MPEJCTABICHUS 3asBUTEIEM OTBETa Ha JAHHBIN 3alPOC B COOTBETCTBUH CO
cratbsiMu 16, 19 u 23 nactosimero denepanbHOTO 3aKOHA, HE YUYUTHIBACTCS MPU HMCUMUCICHUU CpPOKa
roCy/IapCTBEHHON PETUCTpalliy JIEKapCTBEHHOTO Mpenapara.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

5. T'ocynapCTBEHHOM perucTpaluu He MoAJIexKar:

1) nexapcTBEHHBIE TIperaparbl, W3TOTOBJICHHBIC ANTEYHBIMA OPraHU3aIlMsSIMU, BETEPUHAPHBIMU
aNTEeYHBIMH OpraHU3alMsIMHU, UHANBUAYAIBHBIMU MPEIIPUHUMATEISIMUA, KOTOPHIE UMEIOT JIMIICH3UIO Ha
(dapMaleBTHUECKYIO JACSITENLHOCTh, IO peIenTaM Ha JIGKAPCTBEHHBIC MpermapaTsl U TPeOOBAHUIM
MEIUIMHCKUX OpTaHU3allfii, BETCPUHAPHBIX OPraHW3alMil WM OpraHu3anuil (MHIUBUAYAIbHBIX
MIPEANIPUHUMATEIICH ), OCYIIECTBISIONIUX Pa3BeICHUE, BRIPANIUBAHUE U COACPKAHUE )KUBOTHBIX;

(B pen. @exnepanbHoro 3akona ot 30.12.2021 N 463-D3)

2) JIeKapCTBEHHBIC TIPENapaThl, IPHOOPETEHHBIC GU3NISCKUMU JTUIIAMU 3a TIpeenaMu Poccuiickoi
denepauny U NpeIHA3HAYCHHBIE IS JIMYHOIO UCIIOJIb30BAHMUS;

3) nekapcTBEHHBIEC Mpemapathl, BBO3UMbIe B Poccuiickyio deaepanuio 1jisi OKa3aHUSI MEIUIIMHCKON
MOMOIIM O U3HEHHBIM MOKA3aHMSIM KOHKPETHOTO IMAalMEeHTa Ha OCHOBAHUHU Pa3pPELIEHUs, BbIIAHHOIO
YIOJHOMOYCHHBIM (heIepaTBbHBIM OPTAaHOM HCIIOTHUTEILHOUW BIIACTH;

4) JICKaApCTBCHHBLIC CPCACTBA, BBO3UMBLIC B POCCHﬁCKYIO CDez[epauI/Ho Ha OCHOBAHHHU BBIJAHHOI'O
YIOOJIHOMOYCHHBIM Q)eﬂepaanmM opranomMm HCIIOJIHUTEILHON BIIACTH pasp€liCcHud U NpPCAHA3HAUYCHHBIC
AJIL IPOBCACHUSA KIMHUYCCKHUX I/ICCJ'ICI[OBaHI/II\/'I JICKApCTBCHHBIX MPCHIaparoB " (I/IJ'H/I) IMPOBCACHUA
OKCIICPTU3BI JICKApCTBCHHBIX CpCaAcCTB JJIA OCYHICCTBJIICHUA FOCYJIapCTBeHHOﬁ peructpanuun
JICKApCTBCHHBIX IIPCIIaPaATOB;

5) dbapmanieBTHUECKHE CyOCTaHIINN;

6) paﬂHO(bapMaHCBTquCKHC JICKApPCTBCHHBIC IIpCIiapaThbl, HU3TOTOBJICHHBIC HCEIIOCPCACTBCHHO B
MCIUIMHCKUX OpraHu3alnuiax B IMMOPAAKE, YCTAHOBJICHHOM YIOJIHOMOYCHHBIM q)ej:[epaanmM opraHomMm
HUCIOJHUTEIbHOM BJIaCTH,

7) nekapcTBEHHBIE MIpenapaThl, IPOU3BOAUMBIE JIJISl IKCIIOPTA;

8) OHMOTEeXHOJIOTMYECKHE JIEKapCTBEHHbIE IpenapaTsl, IMpelHa3HAaueHHbIe JJs NPUMEHEHUS B
COOTBETCTBUM C WHAMBUAYAJIBHBIM MEIWIMHCKAM HA3HAYEHWEM M CIELUAJIbHO W3TOTOBJICHHBIC JUIS
KOHKPETHOI'O MallUeHTa HENOCPEICTBEHHO B MEAUIIMHCKONW OPraHU3alid, B KOTOPOU IPUMEHSETCS TaKOU
OMOTEXHOJIOTMUECKUN JIEKapCTBEHHBIM IpermapaT, HMEIOIIMe B CBOEM COCTaBE€ COEIUHEHUS,
CUHTE3UPOBAHHBIE 110 Pe3yJIbTaTaM I€HETUYECKUX UCCIIEIOBAHUN MaTepraa, IOJy4eHHOrO OT MalUeHTa,
JUIS  KOTOPOTO HW3TOTOBJIEH TakKoHW OWOTEXHOJIOTWUYECKUH JIeKapcTBEHHBbIH mpemnapar. llepedens
MEIULMHCKUX OpraHu3aluii, MMEIOIUX MPaBO U3rOTABIMBATh U MPUMEHATh TaKue OMOTEXHOJIOTHYECKUE
JIEKapCTBEHHBIE Tpernaparhl, yTBepxkaaercs [IpaBurensctBom Poccuiickoit @enepannn. Paspenienue Ha
NPUMEHEHHE TaKUX OHOTEXHOJOTHMYECKUX JIEKAPCTBEHHBIX MPENapaToB BBIJACTCS YMOTHOMOUYEHHBIM
(denepanbHBIM OpPraHOM MCIIOJHUTEIBHOW BJacTH B TOpSAAKE, ycTaHaBivBaeMoM IIpaBuTenbcTBOM
Poccuiickoit ®enepaunu. Ilopsaok oOpamieHuss TakMX OMOTEXHOJIOTHYECKMX JIEKapCTBEHHBIX
MpenaparoB, BKIOYas MOPSAIOK MX U3TOTOBIICHMS], POBEICHUS 3KCIEPTU3bI, OCYLIECTBICHUS KOHTPOJIS
KayecTBa TaKUX OHMOTEXHOJOTHMYECKUX JICKApPCTBEHHBIX IMPENapaToB, MPUMEHEHHs, XpaHEHUs,
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TPAHCHOPTHPOBKH W YTHIIW3AIMH TAaKUX OMOTEXHOJIOTMYECKHUX JICKAPCTBEHHBIX IPEIapaToB, a TaKKe
TpeOOBaHUS K TAaKUM OWOTEXHOJOTMYECKHM JIEKAPCTBEHHBIM IIpernaparaM W MEAMIUHCKUAM
OpraHu3alysiM, WX M3TOTABIMBAKOIIMM U TPUMCHSIONIUM, YCTaHaBIMBaKlOTCA [IpaBHTENBCTBOM
Poccutickoit denepanumn.

(n. 8 BBenen denepanbHbIM 3aKk0HOM OT 30.01.2024 N 1-D3)

5.1. 3asgBneHue O PETUCTPALUU BOCIPOM3BEJEHHOIO JIEKAPCTBEHHOI'O IIpernapara Juis
MEIUIIMHCKOTO MPUMEHEHUsS MOXeT ObITh TMOJaHO B YIOJHOMOYEHHBIH (enepaibHbIil Opran
WCIOJIHUTEIBbHOM  BJACTH, OCYLIECTBISIONIMNA TOCYJApCTBEHHYIO PErMCTPAlUI0  JIEKAPCTBEHHBIX
[penaparoB, MO0 UCTEYEHUM YETBIPEX JIET C JAaThl T'OCYAApPCTBEHHOM PEruCTpalMM WIA PEruCcCTpaLu
pedepeHTHOTO JIGKAPCTBEHHOTO Mpernapata Jijisi MeIUIIMHCKOTO IpuMeHeHus B Poccuiickoii denepanum.
(uactsb 5.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.2. 3asBieHHE O pErUCTpaud OHOAHAIOTOBOrO (OMONMOJOOHOT0) JIEKAPCTBEHHOTO IIperapara
(Omoananora) /Ui MEIUIUHCKOIO NPUMEHEHUSI MOKET OBbITh MOAAHO B YIIOJHOMOYEHHBIN (peaepanbHbIi
OpraH HCIIOJHUTEIBHON BIIACTH, OCYNIECTBISIONIMA TOCYJApCTBEHHYIO PETHCTPAIlUIO JIEKAPCTBEHHBIX
IpernaparoB JUIsi MEJUIMHCKOTO NPUMEHEHUs, 10 HMCTEYEHUH TpeX JeT € JAaThl IoCylapCTBEHHOMH
pEeTUCTpaIK WK PETHCTpalnu pedepeHTHOro JIeKapcTBEHHOTo penapata B Poccuiickoit ®enepannu.
(uactsb 5.2 BBeneHa @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5.3. He nomyckaercs HUCHOJB30BaHME B KOMMEPUECKHMX MLENsiX HH(OpMauuu O pe3yjbTaTax
JOKJIIMHUYECKUX MCCIIEIOBAHUMN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX UCCIIEI0OBAHUN JIEKaPCTBEHHBIX
[IpernapaToB s MEAULMHCKOTO MPUMEHEHUs, NPEJCTaBICHHON 3asBUTEIEM JJIsi TOCYAApCTBEHHOU
perucTpanyy Uik perucTpaliy JIEKapcTBEHHOIO mpernapara, 0e3 ero coryiacusi B TeUeHHe LIECTH JIET C
JaThl TOCYAApCTBEHHOW PErucTpanuy WIM PerucTpanuu peepeHTHOro JIEKapCTBEHHOrO Mpernapara B
Poccuiickoit denepanun.

(dactb 5.3 BBegeHa denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

6. He nomyckaercs rocy1apcTBEHHasi pErUCTpaLys:

1) JexapcTBEHHBIX IMpenapaToB, OTJIMYAIOUIMXCA JPYyr OT JApyra KayeCTBEHHBIM COCTaBOM
JEHCTBYIOLIUX BELIECTB, M0 OAMHAKOBBIM TOPrOBBIM HAUMEHOBAHUEM;

2) OAHOTO JIEKapCTBEHHOTO IpenapaTa, MPEeACTaBICHHOIO Ha TOCYJapCTBEHHYIO PETHCTPAIMIO B
OTHOLIEHMHM OJHOTO W TOTO >K€ JepKaTelss WM BiIaJeliblla PErUCTPAllMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 IIpernapaTa B BHUAE JBYX U 0Oojiee JIEKAPCTBEHHBIX IMpPENapaTroB MOJ pa3IMYHBIMU
TOPTOBBIMU HAUMEHOBAHUSIMH.

(. 2 B pea. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7. Ilo 3ampocy B DSJeKTpPOHHOM Qopme cyObekTa oOpalieHust JEKapCTBEHHBIX CPENCTB
COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIM  (efiepallbHbIM  OpPraHOM  HUCIOJHUTENbHOM  BJacTH,
OCYIIECTBISIOIUM FOCYJapCTBEHHYIO PErMCTPALMIO JIEKAPCTBEHHBIX MPENapaToB, B YCTAHOBIEHHOM UM
MOPSAJIKE OCYIIECTBIISIETCS HAayYHOE KOHCYJIBTHPOBAHHME 110 BONPOCAM, CBSI3aHHBIM C IPOBEICHHEM
JNOKJIIMHUYECKUX HUCCIIEN0BAaHUM, KIMHUUECKHUX MCCIEN0BAHNMN JEKapCTBEHHBIX MPENAapaToB, SKCIIEPTH3BI
KayecTBa JICKAPCTBEHHBIX CpPEACTB, dS(PQPEKTUBHOCTH U  OE30MAaCHOCTH, C  OCYILIECTBICHHEM
rOCy/IapCTBEHHON PETUCTpallM JIEKAPCTBEHHBIX NpenaparoB. KOHCYIbTHpPOBaHHME OCYLIECTBIAETCSA C
MpHUBJIeYEHHEM (elepanbHbIX TOCYJAapCTBEHHBIX OIO/PKETHBIX YUYPEKICHHM, M0/IBEIOMCTBEHHBIX
JaHHOMY (eneparbHOMY OpraHy HCIOJHUTENBHOW BJIACTM M HE YYAaCTBYIOIIMX B OpPraHU3aLUU

CrpaHuua 33 u3 163



®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

MPOBEJICHUSI AKCHEPTU3bl KadyeCTBAa JICKAPCTBEHHBIX CPEJACTB B  LEIAX OCYIIECTBICHUS HUX
roCyJapCTBEHHOM pPErucTpaiuy B COOTBETCTBHM cO cTaThed 16 nacrosimero denepaibHOTO 3aKOHA, B
BHJIC OTBETA B NMHCbMEHHOW (pOpME YIOITHOMOYEHHOTO (he/lepaIbHOTO OpraHa MCIOJHUTEIbHON BIIACTH
Ha 3arpoc. Pa3mep B3uMaeMoil ¢ 3asiBUTEINS IUJIAThI OMPEEISETCs B COOTBETCTBUM C 3aKOHOAATEIILCTBOM
Poccutiickoit @eneparnuu 06 opraHu3aiiyu MpeaoCTaBICHUs TOCYAAPCTBEHHBIX U MYHHIIMITAIBHBIX YCITYT.
Nudopmanus 00 OCYIIECTBICHUH HAYYHOTO KOHCYJIHTHPOBAaHHS, B TOM YHCJIE CTaThH, OO030pHI,
CIIpaBOYHBIE MaTepHallbl M HHasd HWHPOpMAus 00 OCYIIECTBICHHMH HAYYHOTO KOHCYJbTUPOBAHUS,
pa3Meniaercs Ha OQUIIMAILHOM CaiTe YHNOJHOMOYEHHOTO (enepalbHOro opraHa HCHOJHUTEIBLHOU
Bractd B cetu "MHTEpHET" C COONIOJEHHMEM OrpaHWYCHHUH, YCTAHOBJICHHBIX 3aKOHOJATEIBCTBOM O
IIEPCOHANIBHBIX JAHHBIX, KOMMEPYECKON U (MJIM) FrOCYAapCTBEHHOW TalHE.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

8. Tl'ocymapcTBeHHast perucTpauusi JEKapCTBEHHBIX IMPENaparoB, KOTOpPbIE IpEIHA3HAYEHBI IS
IIPUMEHEHHUsI B  YCIOBHMSX BOEHHBIX JEHCTBUHM, YPE3BBIYAWHBIX CUTyallMid, NpPEeRylnpeKICHUs
Ype3BbIYANHBIX CUTYAIMid, TPOPHUIAKTHKN W JICYCHUs 3a00JIeBaHUI, MPEICTABISIOMNX OMACHOCTh JIJIs
OKpY’KaIOIIMX, 3a00JIeBaHUI U MOPAKEHUMH, MOTYYEHHBIX B pe3yJbTaTe BO3ACHCTBUS HEOIArONpUATHBIX
XUMHAYECKHX, OMOJIOTMYECKHX, PaTUAllMOHHBIX (AKTOPOB, M KOTOpPbIE pa3pabOTaHbl B TOM YHCIE IO
3aJaHuI0 (heZiepalibHBIX OpPraHOB MCIIOJHUTEIbHOM BIJIACTH, YIIOJHOMOYEHHBIX B OOJIACTH OOOpPOHBI
CTpaHbl U 0€30IaCHOCTH I'OCY/JapCTBa, a TAK)KE JIEKAPCTBEHHBIX CPEJCTB B Cilydyae UX ACPEKTYphl WIH
pUCKa BO3HHMKHOBEHMs Je(QEeKTypbl B CBSI3U C BBeAe€HUEM B oTHouleHuun Poccuiickoii ®Penepauuu
OTPAaHUYUTENBHBIX MEpP SKOHOMHMYECKOTO XapaKTepa OCYILIECTBIIETCS B IOPSAKE, YCTAHOBICHHOM
[IpaButenscTBOoM Poccuiickoit @enepanuu.

(B pen. @enepanbubix 3aKk0HOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Cratba 14. NMpuHUMNbI 3KCNEePTU3bI NIEKAPCTBEHHbIX CPeaCcTB
(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. 3KCHCpTI/I3a JICKAPCTBCHHBIX CPCACTB OCHOBBLIBACTCA Ha MPUHOUIIAX 3aKOHHOCTH, CO6J'HOI[CHI/I$[
npaB u CBO6OI[ YCJIOBCKa H TpaXJaHWHA, IIpaB HOPHUAUYCCKOIO JIKIa, HC3aBUCHUMOCTU ISKCIICPTA,
O6’I)€KTI/IBHOCTI/I, BCCCTOPOHHOCTU U IMOJIHOTBIL I/ICCJ'IGI[OBaHI/If/'I, MMPOBOAVMEBIX C HCIIOJIB30BAHHUEM
COBPCMCHHBIX )IOCTI/I)KGHI/Iﬁ HayKH U TCXHUKH, OTBCTCTBCHHOCTH (l)eIlepaJ'ILHOFO rocyJapCTBEHHOI'O
6I-OJI)KGTHOF0 YUPCKACHUA 110 MPOBCACHUIO OSKCICPTU3BI JICKAPCTBCHHBLIX CPEACTB U DOKCICPTOB 3a
MMPOBCACHUC U KAYCCTBO 3KCIICPTUIHBI.

2. DKcnepTu3a JeKapCTBEHHBIX MPenapaToB ISl MEAUIIMHCKOTO MPUMEHEHHS BKIIIOYaeT B ceOsl:

1) skcrepTH3y JOKYMEHTOB, NpPEICTABICHHBIX Ul OMNpEAETeHUs BO3MOXKHOCTH pPaccCMaTpUBATh
HeKapCTBeHHBIfI opemnapar i MCAUIUHCKOI0 IMPHUMCEHCHUS B KadyC€CTBE Op(i)aHHOFO JICKApCTBEHHOI'O
npernapara;

(B pen. ®exnepanbHoro 3akona ot 30.01.2024 N 1-D3)

2) sKCHepTH3y MNPENIOKEHHBIX METOJOB KOHTPOJIS KadecTBa JIEKApCTBEHHOTO CpeAcTBA U (MJIH)
Ka4ecTBa MPE/ICTABICHHBIX OOPa3lOB JIEKAPCTBEHHOTO CPEACTBA C HCIOIB30BAaHWEM 3THX METO/OB
(anee - sKCHEPTH3a KA4eCTBa JIEKApCTBEHHOT'O CPE/ICTBA);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3 ) 9KCHICPTU3Y OTHOIICHUA OXXKMAAeMOM TMOJB3bl K BO3MOXXHOMY PHCKY TIPUMCHCHHA
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JICKApCTBCHHOT'O IIpfIiapara,

4) sKcIepTU3y pPErHCTPALMOHHOTO JIOChe Ha JICKApCTBEHHBIM Mpemapar B IENAX ONpeesCHHS
B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MIPENapaToB Il MEJUINHCKOTO TPUMEHEHUSL.
(. 4 BBeneH PenepanbHbIM 3aK0HOM 0T 27.12.2019 N 475-D3)

3. :‘)KCHepTI/Ba JICKApCTBCHHEBIX IIp€rapaToB JIA BCTCPHUHAPHOI'O NPHUMCEHCHUS BKIHOYACT B ce0s
OKCIICPTU3Y KaA4dCCTBA JICKAPCTBCHHOI'O CpPCACTBA M OSKCIICPTU3Y OTHOLICHUSA 0XXKHAAeMOM IIOJB3bI K
BO3MOXHOMY PUCKY IIPUMCHCHUA JICKAPCTBCHHOI'O IIpCIlapara.

Ctatba 15. ®epepanbHoe rocyAapcTBeHHOe OloaxeTHoe yupexpaeHue no
NpoBeAeHUI0 IKCNepTU3bl NleKapCTBEHHbIX CPeACTB

DKcrepTr3a JIEKapCTBEHHBIX CPEACTB MPOBOAMUTCS (PeepaibHBIM TOCYIaPCTBEHHBIM OFOJKETHBIM
YUPEXJICHUEM COOTBETCTBYIOLIETO YIIOJIHOMOYEHHOTO (pelepabHOr0 OpraHa MCHOJIHUTEIBHOM BIIACTH,
CO3JIaHHBIM ISl OOECIeUYeHUs] HCIIOJHEHHs IOJIHOMOYMN 3TOTO (PeepanbHOTO OpraHa IO BbIaaye
paspeleHnii Ha TPOBEACHHE KIMHMYECKUX MWCCIIEIOBAHUI JIEKApPCTBEHHBIX IpEnapaToB U (WiIM) 1O
TOCYJapCTBEHHON pEerucTpanuy (perucTpanuy) JIEKapCTBEHHBIX MPErapaToB (Jajiee - HKCHEpTHOE
YUPEKICHUE).

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

[Tpumeuanwue.

[Tonoxxenus ct. 16 (B pea. @3 ot 30.01.2024 N 1-D3), kacaromiuecst NpeAoCTaBIeHUs TOC. YCIyT Ipu
OoOpalleHnn JIeKapCTBEHHBIX CpPEACTB JUId MEAMLIMHCKOTO M BETEPUHAPHOTO IMPHUMEHEHHS
MOCPEACTBOM €AMHOM CUCTEMBI U (WJIM) eAMHOro nopTaia, npumMenstores ¢ 01.01.2026.

CraTtbsa 16. OpraHusaums npoBeAeHUS 3KCNEepPTU3bl SIeKAPCTBEHHbIX CPeACTB
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. DkcnepTu3a JIEKapCTBEHHBIX CPEACTB IPOBOJUTCS KOMUCCHUEH D3KCIEPTOB SKCIEPTHOIO
YUPEXKICHUS, Ha3HAYEHHOU €ro PyKOBOJIWTEIEM, Ha OCHOBAaHMU 3aJaHUS HA NPOBEIEHUE DKCIICPTU3BI
JIEKapCTBEHHOI'O CPEJCTBA, BBIIAHHOTO YIOJHOMOYEHHBIM (eepaibHbIM OpraHOM HCIOJHUTEIbHOM
BJAacTU. PyKoBOIUTENb SKCIEPTHOTO YUPEXKICHHUS 00eCHeunBaeT HajJIexKallee MpOBeAeHNE IKCIIEPTU3bI
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUM C 33JaHHEM, BBIJAHHBIM YIOJIHOMOYEHHBIM (QeaepanbHbIM
OpPraHOM HCIIOJIHUTEJIBHON BIACTH, U OPTaHU3YET MIOATOTOBKY CBOJHOIO 3aKJIIOUEHHs HTOW KOMHUCCHU. B
COCTaB 3TOM KOMHUCCHH IO PEIICHUIO PYKOBOJUTENS SKCIEPTHOTO YUPEXKIEHUS MOTYT OBITh BKJIIOUEHBI B
KayecTBE KCIIEPTOB JIMIIA, HE paboTarolye B JAHHOM SKCIEPTHOM YUPEKICHUHU, €CIIU UX CleHaIbHbIe
3HaHHUA HEOOXOIMMBI JJIsi TPOBEICHHS DKCHEPTU3bl M TaKUE OHKCHEPThl OTCYTCTBYIOT B JaHHOM
JKCIIEPTHOM YUPEXKICHUH.

2. DKCHepToM IO TMPOBEIEHHUIO AKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB SBISIETCS aTTECTOBAHHBIN
pabOTHUK SKCIEPTHOTO YUYPEXKJEHHs, KOTOPBIH HMEET BBICIIEE MEAMIUHCKOE, (hapMaleBTHUECKOe,
OMOJI0rMYecKoe, BEeTEpUHAPHOE WM XUMUYECKOoe 00pa30BaHUE U MPOBOAUT IKCIEPTHU3Y JEKAPCTBEHHBIX
CPEZCTB B MOPSIIKE UCTIOJHEHUS CBOMX JIOJDKHOCTHBIX 00S3aHHOCTEH (J1asiee - SKCIepT).

3. HpI/I MPOBCACHUHN OKCICPTU3BI JICKAPCTBCHHBIX CPEACTB IJ3KCIECPT HE MOXKCET HAXOAUTHCSA B
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KaKol-1u00 3aBHCHUMOCTH OT Jiia, Ha3HA4YMBLIICTO 3Ty OJOKCIICPTU3Y, pa3pa60TqI/H<a JICKApPCTBCHHOTI'O
CpCACTBA UJIU APYTUX 3aMHTCPCCOBAHHBIX B PE3YJIbTaTaX SKCIICPTU3BI JIUII.

4. Tlpu mnpoBENCHHM O3KCIEPTH3Bl JICKAPCTBEHHBIX CPEACTB HE JOMYCKAeTCs HCTpeOOBaHHE
OKCIICPTOM Yy 3adBHUTCIIA 00 HHBIX JIL, MaTepuruaioB, HGO6XOIII/IMBIX IJI1 IIPOBCACHHUA 3KCIICPTU3BI. B
cllydae HEIOCTATOYHOCTH TPEJICTABICHHBIX JKCIEPTY MATCPUAIOB B JIMYHBIA KaOWHET 3asBHUTENS B
€IMHOW TOCyAapCTBEHHOW HH(OPMAIMOHHOW cucTeMe B cdepe 3ApaBOOXpaHeHUs (nanee - eauHas
CHCTEMa) OKCICPTHBIM YUYPESIKICHUEM HANpaBIsieTCs 3ampoc O IMPEICTaBICHHH HEOOXOIUMBIX
MaTepuaioB, MOAMUCAHHBIA PYKOBOJAUTENEM (YMOJHOMOYEHHBIM JHMIIOM) HKCIEPTHOTO YUYPEKICHUS C
UCIIOJIb30BAHUEM YCHIICHHON KBaTH(DUIIMPOBAHHOHN 3JICKTPOHHOM MOJITHUCH.

(dactb 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. 3asBuTenb 0053aH HANIPABUTh B JIMYHBIA KAOMHET SKCIIEPTHOTO YUPEXKICHHS B €IUHON cUCTEME
MOJINTMCAHHBIA YCUIIEHHON KBAJIM(UIIMPOBAHHON 3JIEKTPOHHON MOIIKICHI0O OTBET HAa 3alPOC HKCIEPTHOTO
YUPEXIEHUS B CPOK, HE IMPEBBIAIOUINNA AEBIHOCTa pabOYMX ITHEW CO JHS IMOJIyYeHHs] SKCHEPTHBIM
YUPEKIAECHUEM DJIEKTPOHHOIO YBEJOMIICHHMS O IIOJY4YEHMHM 3asBUTENIEM 3ampoca. Bpems co 1HA
HaNpaBJICHUsl SKCIEPTHBIM YUPEKICHUEM B JIMUHBIM KaOMHET 3asBUTEIN B €IMHOM cucTeMme 3ampoca O
MIPE/ICTABICHUH JOIMOJHUTEIBHBIX MaTepUaoB 10 JHS HAIpPABJICHUS 3asBUTENIEM B JIMUHBIM KaOMHET
9KCIIEPTHOIO YUPEXKICHUS B €IMHON CUCTEME OTBETA Ha 3alpOC HE YUUTHIBAETCS IIPU UCUHUCICHUHU CPOKa
IIPOBEACHUS IKCIIEPTU3BI JIEKAPCTBEHHOTO CPENICTBA.

(uactsb 4.1 B pea. @exnepanbHoro 3akona ot 30.01.2024 N 1-03)

4.2. Ecnu 3asBuTeneM B coOTBeTCTBUM C vacTeio 1.1 cratem 30 wim vacteio 2 crateu 34
Hacrosero @enepaabHOro 3aKOHa MPEACTaBI€HA KOMMS pPELIeHHs YHOJIHOMOYEHHOro (eepaibHOro
OpraHa UCIHOJHUTENIbHOM BIAaCTM O IMPOBEIEHUU (PapMalleBTUYECKOM WHCHEKUIUH IMPOU3BOJICTBA
JIEKApCTBEHHBIX CPEJACTB IS MEIUIUMHCKOIO MPUMEHEHHMs Ha COOTBETCTBHE TPEOOBAHMSIM IpaBHII
HaJUIeKAIEed IMPOU3BOJCTBEHHOW TPAKTUKA EBPAa3sMHCKOr0 3KOHOMHYECKOTO CO03a, JKCIEPTy M0
oopmieHHs pe3yIbTaTOB HKCIEPTU3bI JIEKAPCTBEHHOI'O CPEJCTBA MPEACTABIAETCS KOMMS 3aKI0UYEHUS O
COOTBETCTBUM  IPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM MpPaBWJ  Hajylexalien
MIPOU3BO/ICTBEHHOHN MPaKTHKH, BBIIAHHOTO YIIOJTHOMOYEHHBIM (peiepaibHbIM OpPraHOM HCIIOJHUTEIbHON
BJIACTH, WJIM KOIUS cepTU(UKaTa COOTBETCTBUS IMPOU3BOAMUTENS JIEKAPCTBEHHBIX CPENICTB JUIf
MEIULUHCKOTO TIPUMEHEHHUS TpeOOBAaHUSAM TMpaBMJ HaJJIEXKalled MPOU3BOJCTBEHHOW NPAKTHKU
EBpazuiickoro 5KOHOMHUYECKOTO COKO3a.

(uactb 4.2 B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

4.3. 3agBuTens 00s3aH HANPABUTh B JIMUHBIN KAOMHET SKCIIEPTHOTO YUPEKIECHUS B €MHON CUCTEME
KOIHMIO 3aKJIIOUYEHUS] WIN KOIHMIO CepTH(HKaTa, yKa3aHHBIX B 4acTH 4.2 HACTOALIEH CTaTbH, B CPOK, HE
MPEBBIIIAIONIMKM CTa BOCBMHAECATH pPaOOYMX JHEH CO JHSA MOJyYEHHUS HKCIEPTHBIM YUpPEkKICHHEM
JJIEKTPOHHOI'O  YBEIOMJIEHMS O  IIOJAYYEHUU  3asBUTEIEM  IOANHUCAHHOIO  PYKOBOAUTEIEM
(YIIOJIHOMOYEHHBIM ~ JIMIIOM)  JKCHEPTHOTO  YUYPEXKIEHUS  C  HCIOJIb30BAaHUEM  yCUJICHHOU
KBaJIM(HUIIMPOBAHHON 3JIEKTPOHHOW TOAMUCH 3ampoca O IMPeIOoCTaBICHUU JOKyMeHTa. Bpems co qHs
HaIpaBJIEHUsI SKCIIEPTHBIM YUPEXKJACHUEM 3alpoca B JUYHbBIN KaOMHET 3asBUTENS B €AUHON CHUCTEME JI0
JIHSI HallpaBJICHUs 3asBUTEJIEM B JIMUHBIM KaOMHET SKCIEPTHOTO YUPEXJACHUS B €IMHOU CHCTEME KOIUHU
3aKJIIOUEHHUS WM KOMUHU CepTU(HUKATa, YKa3aHHbIX B YacTH 4.2 HACTOSIIEH CTaThU, HE YUUTHIBACTCS IIPU
HCYUCIICHUH CPOKA IPOBEIECHUS YKCIIEPTU3BI JIEKAPCTBEHHOIO CPEACTBA.

(uactb 4.3 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. 3KCHCpT Ipu  MMpOBCACHUU HOpy‘-ICHHOﬁ €My PYKOBOJAUTCIIEM OSKCHCPTHOIO YUPCIKIACHUA
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OKCIIEPTHU3BI JICKAPCTBEHHOI'O CPEACTBA 00s13aH:

1) mpoBecTH TIONHOE WCCIIECIOBAaHUE TMPEACTABICHHBIX €My OOBEKTOB, MAaTepUaNIOB, JaTh
00OCHOBaHHOE W OOBEKTUBHOE 3aKJIIOYEHHE IO TIOCTABJICHHBIM I€pell HHUM BONPOCAM WM
MOTHBUPOBAHHOE 3aKJIIOYCHHE O HEBO3MOXXHOCTH TIPOBEACHHUS MM OSKCIEPTU3bI JIEKAPCTBEHHOTO
Cpe/CTBa, ECIIU MMOCTABJICHHBIC BOIIPOCHI BBIXOMAT 3a MPEACIbl CICIHAIbHBIX 3HAHUN KCIEpTa, OOBEKTHI
I/ICCJIC[[OBaHI/II\/JI U MaTCpuajibl HCIIPUTOAHBI WJIM HCAOCTATOYHBI U MPOBCIACHUA I/ICCJICI[OBaHI/II\/JI n aadyu
3aKIIIOYCHHUS JINOO COBPEMEHHBIN YPOBCHb Pa3BUTHS HAYKH HE TO3BOJIICT OTBETHTh HA TOCTABIICHHBIC
BOIIPOCHI;

2) HC pasrjamarb CBEACHHA, KOTOPBIC CTaJIM €MY HM3BCCTHBI B CBA3H C IIPOBCACHUCM 3KCIICPTU3BI
JICKApCTBCHHOT'O CPCACTBA, 4 TAKKC CBCIACHHUSA, COCTABIAIOIMUC I'OCYJAPCTBCHHYIO, KOMMEPUYCCKYIO HJIA
HHYI OXpaHACMYI0 3aKOHOM TaﬁHy;

3) obecreunTh COXpPaHHOCTD MPEACTABICHHBIX OOBEKTOB UCCIICIOBAaHUN U MaTEPHUAJIOB.
6. DKCIepT HE BIpaBe:

1) npoBOOUTH SKCHEPTU3Y JIEKAPCTBEHHOI'O CPEACTBA IO OOPALEHUIO HEMOCPEICTBEHHO K HEMY
OpraHu3anuii Wi GU3NYEeCKuX JIMLI;

2) caMOCTOSITENTLHO COOMPATh MaTePUAIIBI IS TPOBEICHUS KCIIEPTHU3HI JIEKAPCTBEHHOT'O CPECTBA;
3) NpOBOAMTH HKCIEPTU3Y JIEKAPCTBEHHOTO CPECTBA B KAUECTBE HETOCYIaPCTBEHHOT'O SKCIIEPTA.

7. B ciaydae HeoOXOAMMOCTH OSKCHEPT BIpPaBE XOAATAHCTBOBATh IIEpE] PYKOBOIUTENIEM
HKCHEPTHOTO YUPEXKIEHHS O IPUBJICUCHUH K IPOBEICHHUIO SKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA IPYTUX
9KCIEPTOB.

8. Kaxaplii sKcrepT, BXOAAMIMI B COCTaB KOMUCCHUU 3KCIEPTOB, KOTOPOM MOPYUYEHO MPOBEICHUE
9KCIIEPTHU3bl JIEKAPCTBEHHOTO CPEACTBA, HE3aBUCMMO U CAaMOCTOSITEIBHO IPOBOAMT HCCIEI0BaHUS,
OILICHUBAET PE3yNbTaThl, MOJyYEHHbIE MM JMYHO U APYTUMHU SKCIepTamMH, U (HOPMYIHPYET BBIBOABI
OTHOCUTEIILHO TIOCTABJICHHBIX BOTIPOCOB B TIPEiesiax CBOMX CIICIMAIbHBIX 3HAHUH.

9. PGSYHBTEITLI OKCIICPTU3BI JICKAPCTBCHHOI'O0 CpCACTBA O(l)OpMJ'ISIIOTCFI 3aKJIFOYCHUECM KOMMHCCHUH
OKCIICPTOB. B 3akmroueHmn KOMHCCHHU OKCIICPTOB YKAa3bIBAKOTCA TICPCUCHDb PICCJICI[OBaHI/IfI, 00beM
MMPOBCACHHBIX KAXKABIM 3KCIICPTOM HCCHCHOBaHHﬁ, YCTAHOBJICHHBIC KAXKXJbIM U3 HUX (I)aI(TBI U COCIaHHBIC
B pE3yJIbTaTe I/ICCHG}IOBaHI/Iﬁ BBIBObI. SKCHepT, MHCHHE KOTOPOIr'0 HE COBIIAAACT C PCIICHUEM KOMHUCCHU
9KCIICPTOB, BIIPABC BbIPA3UTh CBOC MHCHHUC B MMHMChbMEHHOM (I)OpMC, KOTOpPOC HpI/IO6H_[aCTCSI K 3aKJIIOYCHUIO
KOMHCCHUH SKCIIEPTOB.

10. DkcmepThl, BXOIAIIME B COCTaB KOMHCCHH, MPEAYNPEKIAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJaTenbcTBOM Poccuiickoin denepanuu 3a mady 3aKIOYEHUS, COJEPIKAIIETO
He00OCHOBaHHbIE WU GaTbCU(DUIIMPOBAHHBIE BBIBOIBI, O YEM OHU JIAOT MOJIHUCKY.

11. Onpenenennie ypoBHs MpohecCHOHATBFHON MOATOTOBKM AKCIEPTOB M aTTECTAIMS WX Ha MPaBO
MIPOBEJICHUST IKCIEPTHU3BI JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISIOTCS JKCIEPTHO-KBATH(PUKAITUOHHBIMU
KOMHCCHSIMH B TOPSIJIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIOJIHOMOYECHHBIM (efepaTbHbBIM OPTaHOM
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HCIIOJIHUTEILHON BJIACTH. ypOBeHB HpO(l)eCCHOHaHLHOI;’I IIOATOTOBKH 3KCIIEPTOB IMOMJICKHUT IICPECMOTPY
YKa3aHHbIMU KOMUCCHAMU HC PCKEC UCM OJIMH Pa3 B IIATH JICT.

12. IlpaBuna mpoBedEHUS SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB U OCOOCHHOCTH HKCIEPTHU3BI
OTICNBHBIX BUAOB JICKAPCTBEHHBIX TpernapaToB (pedepeHTHBIX JIeKapCTBEHHBIX IPEMaparos,
BOCIIPOU3BE/ICHHBIX JIEKAPCTBEHHBIX IpernapaToB, OHOJOTMYECKUX JIEKAPCTBEHHBIX IIPENapaTos,
OroaHaNOroBhIX (OMOMOJOOHBIX) JICKAPCTBEHHBIX TIpernaparoB (OMOAHATIOTOB), TOMEOMATHYCCKUX
JIEKapCTBEHHBIX MPENapaToB, JEKAPCTBEHHBIX PACTUTEIBHBIX MpPENapaToB, KOMOMHAIMMI JIEKapCTBEHHBIX
npenaparoB), (OpMBI 3aKIIOUYEHHUH KOMHCCHHM JKCIIEPTOB YCTAHABJIMBAIOTCS COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (pe/iepalIbHbIM OPTaHOM HCIIOTHUTEILHOU BIIACTH.

(uactb 12 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

[Tpumeuanwue.

Ho 31.12.2025 pans mnpemapaTtoB, Tmpou3BeAeHHbBIX B P® B 1memsix uMIOpTO3aMelieHus,
YCTaHABIMBAETCS PEXKUM YCKOPEHHOH MpOIEenypbl TOCPErHCTpallid B  COOTBETCTBUU C
[TocranoBnenuem [lpaButenscrtea PO ot 12.03.2022 N 353.

Cratba 17. Nopaya M paccMoTpeHue 3asiBfieHUs O rocyAapCTBEHHOW perucrpauuu
neKapcTBeHHOro npenapara Ansi BeTepuHapHOro NnpuMeHeHus

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

IIpumeyanue.

[Tonoxxenus ct. 17 (B pea. @3 ot 30.01.2024 N 1-D3), kacaromiyecst NpeAoCTaBIeHUs TOC. YCIyT Mpu
oOpalleHnn JI€KapCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO MPUMEHEHHUS IOCPEACTBOM €IUHOTO
noprana, npumensores ¢ 01.01.2026.

1. Jlmg TroCymapCTBEHHOM perucTpanu JIEKapCTBEHHOIO IIpernapara il BETEPUHAPHOIO
MPUMEHEHUsI pa3pabOTUMK TaKOro JIEKapCTBEHHOI'O IIpernapara WM YIOJHOMOYEHHOE UM JIpyroe
IOPUINYECKOE JIMLO (Jlajiee B HACTOALIEH CTaThe - 3asBUTEIb) HANpaBIsIET MMOCPEACTBOM (enepaabHOM
rocy/1apCcTBEHHOW MHQOpMalMOHHOM cucteMbl "ENMHBIN mopTan rocyJapCTBEHHBIX M MYHMIIMIATbHBIX
yenyr (GyHkuuit)" (nanee - eAMHBINA MOpPTa) B YIIOJIHOMOYEHHBIN (pe/iepabHbli OpraH UCIIOJTHUTEIbHON
BJIACTH 3asBJICHUE O TOCYJAapPCTBEHHOM DPETUCTPALMU JIEKAPCTBECHHOIO Ipemnapara Uil BETEPUHAPHOIO
NPUMEHEHHs, TMOANKUCAHHOE YCHJIEHHOM KBAIM(UIIMPOBAHHON JJIEKTPOHHON TMOANHUCHIO, a TakKxke
JOKYMEHTBI, U3 KOTOpBIX (hOpMHpYyeTcs pEerucTpalioOHHOE JOCh€ Ha JIEKapCTBEHHBIN IpemnapaT s
BETEPUHAPHOTO IIPUMEHEHUS.

(uactb 1 B pen. denepanproro 3akoHa ot 30.01.2024 N 1-D3)

2. B 3asBiI€HUN 0 roCyAapCTBEHHOM PETUCTPALIMN JIEKAPCTBEHHOTO IpenapaTa /i BETEpUHAPHOTO
IIPUMEHEHHUS] YKA3bIBAIOTCA:

1) HAaMMCHOBAHUC U aIpCC 3asIBUTCIIA, pa3pa60Tq1/IKa " MMPOU3BOAUTCIIA JICKAPCTBCHHOT'O IIpCIiapara
A1 BETCPUHAPHOTO IMPUMCHCHUA MW aApeC MECTa OCYHICCTBICHUA MPOU3BOACTBA JICKAPCTBEHHOI'O
npenapara i1 BETCPUHAPHOTO MMPUMCHCHUA (B CJIydac HallMdusA HECKOJIBKUX YYACTHHUKOB IIPpOLECCa
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IIpOU3BOJACTBA HCO6XO,Z[I/IMO YKa3aTb KaXXa0ro 1u3 HI/IX),

2) HaMMEHOBAHUE JIEKAPCTBEHHOI'O Mpernapara Jyisi BETEpUHAPHOTO0 MPUMEHEHHS (MEXIyHAPOIHOE
HEMaTeHTOBAaHHOE, WM TPYNIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

3) MEpCUCHDb I[CﬁCTByIOH.IPIX N BCIIOMOTaTCJIbHBIX BCHICCTB, BXOAAIIUX B COCTAB JICKAPCTBCHHOI'O
npenapara Ajid BETCPUHAPHOI'0 IPUMEHCHU, C YKa3aHUEM KOJIMYECTBA KaXKJI0I'0 U3 HUX;

4) nexapcTBeHHass ¢opma, JO3UPOBKA, CHOCOOBI BBEJICHUS W NPHUMEHEHUsS, CPOK TOJHOCTH
JICKApCTBEHHOTO Mpernapara Jjisi BETEPHHAPHOTO TIPUMEHEHUS;

5) dpapmakoTepaneBTHUECKAs FPYIIa;

6) He0OXOIMMOCTh MPUMEHEHUSI YCKOPEHHOUN MpPOIEeAyphl SKCIEPTU3HI JIEKAPCTBEHHBIX CPEICTB B
LETISIX TOCYIapCTBEHHON PErUCTpaIliy JEKapCTBEHHOTO Mpenapara;

7) KOIIMU JOKYMCHTOB, ITIOATBCPKAAOIINX YIIATY FOCYI[apCTBeHHOﬁ INONIJIMHBI:

a) 3a MPOBEAECHUE HKCIEPTU3bl KAYECTBA JIEKAPCTBEHHOT'O CPEICTBA M HKCIEPTHU3bl OTHOILICHUS
OKUJAEMOH IOJIb3BI K BO3MOKHOMY PUCKY IIPMMEHEHHs JIEKAPCTBEHHOTO Mpenapara Ui BETEpUHAPHOIO
IIPUMEHEHHSI IIPU €r0 FOCYJapCTBEHHON pErucTpaluy;

6) 3a BbIAa4y PEruCTpaiuOHHOIO0 YAOCTOBCPCHUA JICKAPCTBCHHOT'O IIPCIiapara,

8) HamMuue corjiacus, MPEAYCMOTPEHHOTO YacThl0 7 HACTOAINIEH CTaThU, €CIM C MOMEHTa
peructpanuu peQepeHTHOro JEKApCTBEHHOTO Mpernapara s BETEPUHAPHOTO MPUMEHEHHUs MPOIILIO
MEHee YeM IIeCTh JICT.

(B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PerucrpanuoHHoe 10cke B IESX IKCIEPTU3BI JEKAPCTBEHHOTO IpenapaTa Ui BEeTEPHHAPHOTO
pUMEHEeHHs (OPMUPYETCS U3 CIEAYIOMNX TOKYMEHTOB U CBEJCHHUI:
(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

1) cBeseHust 0 JaTe NMpPeNOCTaBICHUS W PETUCTPALIMOHHOM HOMEpEe JMIIEH3MHM Ha IPOHM3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB, MPEAOCTAaBICHHON IPOU3BOAUTENI0 PErHCTPUPYEMOro JIEKapCTBEHHOI'O
Ipenapara Jiisl BETEpUMHApPHOIO NPUMEHEHUS, Il POCCUMCKUX NTPOU3BOINUTEIIEH;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) cBeieHUsl O JaTe MPENOCTABICHUS U PETUCTPALIMOHHOM HOMEpEe JIMIIEH3MH Ha MPOHU3BOJCTBO
JIEKApCTBEHHBIX  CPEICTB, IPEIOCTABICHHOW IPOWU3BOAMUTENIO  (PapMaleBTUYECKOH CyOCTaHIIHH,
BXOJISILEH B COCTaB PETUCTPUPYEMOTO JISKAPCTBEHHOTO MpenapaTa /i BETepUHApHOTO TPUMEHEHHUS, IS
POCCUICKHUX IPONU3BOAUTENEH;

(B pen. deaepanbhbix 3ak0HOB OT 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

21) KOImudg AJOKYMCHTA, BBIJAHHOI'O YIIOJTHOMOYCHHBIM OpTraHOM CTpaHBI HNPOU3BOAUTCIIA JIA
Ka)KHOﬁ HpOI/I3BOI[CTBCHHOI71 IO AaaKN perucTpupyemMoro JICKApCTBCHHOT' O npemnapara JJIsA
BCTCPUHAPHOI'O MPHUMEHCHUA MW IIOATBCPKAAIOMIECTO COOTBETCTBUC IPOU3ZBOAMTEIIA JICKAPCTBECHHOI'O
Ipernapara TpC6OBaHI/I$IM IpaBHJI Hannemameﬁ HpOI/I3BOI[CTBCHHOI>'I MPAaKTUKH, U €ro nCpeBoOa Ha p}/CCKI/Iﬁ
SA3BIK, 3aBCPCHHBIC B YCTAHOBJICHHOM IIOPAAKE, a TaKXKC KOIMKMA 3aKIYCHHUA O COOTBCTCTBHU
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MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM NPaBUJ HaJUIekKalled MPOU3BOACTBEHHOM
MIPAKTUKH, BBIJJAHHOTO YIIOJIHOMOYEHHBIM ()eIepaIbHBIM OPTraHOM MCTIOJHUTEILHOW BIACTU IS KaXKIOU
MIPOU3BOJICTBEHHON TUIOIIAJKHA PErUCTPUPYEMOro JIEKAPCTBEHHOTO Tpernapara Jjisi BETEPUHAPHOTO
MPUMEHEHHUS, JINOO KOMHS PEIICHUS O MPOBEACHUHM WHCTICKTUPOBAHUS TPOU3BOIAMUTENS JIEKAPCTBECHHBIX
CPEICTB, MPUHATOTO YIMOJIHOMOYEHHBIM (helepaqbHBIM OPraHOM HCHOJIHHUTENBHOM BIACTH Ui KaXXIOU
MIPOU3BOJICTBEHHON IUIOIIAJIKM PETUCTPUPYEMOTr0 JIEKAPCTBEHHOIO Mpernapara il BETEPUHAPHOIO
MIPUMEHEHUS. YKa3aHHbIE JOKYMEHTHI MPEACTABIAIOTCS B CIIy4ae, €Clid MPOU3BOJCTBO JIEKAPCTBEHHOTO
rpernapara ocyuecTiseTcs 3a npeaenamu Poccuiickoit denepanmu;

(. 2.1 BBeaeH ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

2.2) Kkomus JOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTpPaHBbl POU3BOJUTEIS
(bapmaneBTHYECKOM CyOCTaHIMM M TOATBEPIXKAAIOIIETO COOTBETCTBUE  IPOM3BOJUTEIIS
(bapMarieBTHUECKON CyOCTaHIINM, BXOAAIICH B COCTaB PETUCTPUPYEMOTO JEKApCTBEHHOTO IpenapaTa Juis
BETEPHHAPHOTO MIPUMEHEHHs, TPEOOBAaHMUAM MpPABWJI HA/JIeXkKAallel MPOU3BOJACTBEHHON NMPAKTUKU, U €T0
NepeBO/I Ha PYCCKUH S3BIK, 3aBEpEHHBIC B YCTAHOBJICHHOM IOPSIKE, B CIydae, €CIU INPOU3BOACTBO
(bapmaneBTHYECKOI CyOCTaHIIMM OCYIIECTBISETCS 3a peaenaMu Poccuiickoit deneparym;

(m. 2.2 BBeneH denepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

3) TOpOeKT HOPMATHUBHOTO JOKYMEHTa Ha JIEKApCTBEHHBIM IMpemapaT [jsi BETEPUHAPHOTO
MIPUMCHCHHS,

4) IOKYMEHT, cojaepKalluii cieayrouyr uHpopmanui o (papManeBTHYECKOW CYOCTaHIIMHM WM
(dhapMaIreBTHUECKUX CYOCTAHIIMSIX, BXOJSIINX B COCTaB JICKAPCTBEHHOTO IperapaTa Jiisl BETCPUHAPHOTO
MIPUMEHEHUS:

a) HauMEHOBaHUE (apMaleBTUUECKON CyOCTaHIIMM, €€ CTpyKTypa, oOuume cBoiictBa (mpu
TOCYJapCTBEHHON  perucTpalMu  MMMYHOOHMOJIOTMYECKMX  JICKApCTBEHHBIX  IpemapaToB s
BETEPUHAPHOTO NPUMEHEHUS] NPEJCTAaBISIIOTCS CBEACHHUS O IITaMMe, BKJIIOYas €ro HauMEHOBaHHUE,
MHGOPMAIIHIO O TPOUCXOXKICHNUH, €T0 CBOMCTBAX, XapaKTEPUCTUKAX U MECTE JIETOHUPOBAHUS);

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) HaNMMCHOBAHUC U aIpCC ITPOU3BOJUTCIIA,

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTa}II/Iﬁ IMPOMU3BOJACTBA U MCTOAOB KOHTPOJISI Ha BCEX
CTagudgX IMPOU3BOACTBA,

r) uHdopmanus o TmpumecsX (He TpeAcTaBiseTcss MpU TOCYIapCTBEHHON perucTpanuu
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPEnapaToB JJs BETEPUHAPHOTO IPUMEHEHUS);
(B pen. ®exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) cnenuuKanys Ha papMaleBTHYECKYIO CyOCTaHIIMIO (HE MPEACTaBISAETCS MIPU TOCYAaPCTBEHHOM
perucTpaii UMMYyHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB JIJIsl BETEPUHAPHOTO IPUMEHEHUS );
(B pen. denepanbroro 3akona ot 02.08.2019 N 297-03)

€) OnucaHie METO/IUK KOHTPOJISl KauecTBa,

) pe3ylbTaThl aHalu3a cepui (QapmaneBTHUECKON CyOCTaHUIMU (HE MNPEACTaBIAIOTCA IPH
rOCy/JapCTBEHHOM  PETrUCTpallid  HUMMYHOOHMOJOTMYECKMX  JIEKAPCTBEHHBIX  IpernapaTtoB  JUid
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BETEPHHAPHOTO IIPUMEHEHN);
(B pen. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3) IEPEUYCHb CTAHJAPTHBIX 00Pa3I0B WJIM BEIIECTB, UCIIOIb3YEMbIX MPU OCYIICCTBICHUH KOHTPOJISA
KauyecTBa,

1) OMUCaHNe XapaKTePUCTUK U CBOWCTB yIIAKOBOYHBIX MaTEPHAIIOB M YKYIIOPOUHBIX CPECTB;
K) JaHHblE O CTAaOMIBHOCTH (HE MPEACTABISAIOTCS MpPH TOCYJApCTBEHHOH perucTpauu
MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX MTPENapaToB Jisl BETEPUHAPHOTO IPUMEHEHUS);

(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J'I) CPOK IrOAHOCTH, YCIOBHUA XPAaHCHU,

IIpumeyanue.
[Ipy yckopeHHOW mTpoLEAype PperucTpaluyd BOCIPOM3BEIEHHOIO IIpemnapara JOIyCKaeTcs
HEIPEACTABICHUE ONMMCAaHUS METONOB M HMX JOKYMEHTAJIBHOIO IOATBEPKIACHUS, IPU NMHCbMEHHOM

00s3aTeNbCTBE MX MPEICTaBUTh B TedeHue 12 mecsneB co aHs peructpaumu (IlocraHoBienue
[TpaButensctBa PO ot 12.03.2022 N 353).

5) or4er o pe3ynbTarax JOKIMHUYECKOTO MCCIEJOBAaHHUS JIEKAPCTBEHHOIO CPEACTBA JUIS
BCTCPUHAPHOI'O NPUMCHCHUA, BKJ'IIOLIaI-OHII/II\/'I OIMUCAHUC MCETOA0B ONPCACICHUA OCTATOYHBIX KOJIMYECCTB
JeWCTBYIOIEro BellecTBa (ACHCTBYIOIIMX BELIECTB), JOCTHTalOMIEro (JOCTHTalOIIMX) CHCTEMHOIO
KpOBOTOKA, B HNPOAYKIHUH KHBOTHOI'O MNPOUCXONKIACHHA ITIOCJIC MPUMCHCHUA TAKOI0 JICKAPCTBECHHOI'O
CpeZCTBa, a TaKXKe JOKYMEHTaJIbHOE MOATBEPKACHNE (BaIUIaIMs) YKa3aHHBIX METO/I0B;

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) OTUCT O PpEe3yJibTaTaX KIMHHUYCCKOIO0 HUCCICAOBAHUA JICKAPCTBECHHOI'O IIpeliapara JJid
BCTCPUHAPHOI'O MPUMCHCHHA Y KAKAOT'O BUAA )KMUBOTHBIX, YKAa3aHHBIX B MHCTPYKIHU 11O BETCPUHAPHOMY

MIPUMCHCHUIO,

7) IPOEKT MHCTPYKIIUHU TI0 BETEPUHAPHOMY TPUMEHEHUIO JIEKAPCTBEHHOTO MperapaTa, CoJiep Kaiien
CJIeIyIOILE CBEJICHUS:

a) HAaMMEHOBAHME JICKAPCTBEHHOTO Tpernapara JJisg BETEPUHAPHOTO MPUMEHEHHS (MEXTyHapOIHOE
HEMaTeHTOBAHHOE, UJIHM TPYIITUPOBOYHOE, UM XUMUYECKOE U TOPTOBOE HAUMEHOBAHUS);

0) nexapcTBeHHas ¢opma ¢ yKazaHHEM HAaWMEHOBAaHWM M KOJWYECTBEHHOTO COCTaBa JACHCTBYIONIUX
BEIIECTB U KAU€CTBEHHOT'O COCTaBa BCIIOMOTATEIbHBIX BEIIIECTB;

B) OIMMCAHUEC BHCIIHETO B A JICKAPCTBCHHOI'O IIpCriapaTta Ajid BETCPUHAPHOTO IPUMCHCHU,

r) dapmMakoTepaneBTHUECKas TPYIIa JIKAPCTBEHHOTO MperapaTa A BETePUHAPHOTO MPUMEHEHUS
WY yKa3aHHWE "TOMEONaTHYEeCKUI JICKAPCTBEHHBIN npenapar';

n)  (QapmakonuHamMMKa M (apMaKkOKMHETHKa (32  MCKIIOYEHHEM  (apMaKOKHHETHKH
TOMEOIATHYECKUX JICKAPCTBEHHBIX NpPENapaToB W PACTHUTEIBHBIX JIEKAPCTBEHHBIX MpPENapaToB) WU
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OIMCaHHe UMMYHOOHOJIOIMYECKIX CBOMCTB JIEKAPCTBEHHOI'O IIpenapaTa;
€) MoKa3aHusl JUIsl IPUMEHEHMUS;
) IPOTUBOIIOKA3aHUsI Ul IPUMEHEHHUS;
3) MepbI IPEJOCTOPOKHOCTHU IPU IPUMEHEHUU;

I/I) YKa3aHHUE€ BO3MOXHOCTH U 0COOEHHOCTEHN IMPUMCHCHUA Y 6epeMeHHbIX JKUBOTHBIX, Y )KUBOTHBIX B
Nepruona JIaKTallur, y MOTOMCTBA JKUBOTHBIX;

K) PCKHUM OO3UPOBAHUA, crocod BBCIACHHUA W IIPUMCHCHUIA, IIPU HCO6XO,Z[I/IMOCTI/I BpEM: IIpucMa
JICKApCTBCHHOT'O IIperiaparta JJI1 BETCPUHAPHOI'0 IPUMCHCHU S, TPOAOJDKUTCIIBHOCTD JICUHCHUS

J) BO3MOYXHBIE MMOOOYHBIE JEUCTBUSA, HEXKENATEIbHbIE PEaKIMU MPH MPUMEHEHUH JIEKAPCTBEHHOTO
npenapara Jijisi BETepuHApHOTO MPUMEHECHHS;

M) CUMITOMBI IIEPEI03UPOBKU, MEPHI IO OKA3aHUIO TOMOILHU IPH MEPEeI03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTMMHU JIEKAPCTBEHHBIMU periapaTaMu U (UJIn) KopMaMu;
0) ¢opMBI BBIITyCKa JEKApCTBEHHOTO Npenapara AJsl BETEpUHAPHOI0 IPUMEHEHUS;

n) ykasaHue (Ipu HEOOXOTUMOCTH) OCOOCHHOCTEW IEHCTBHSI JIGKAPCTBEHHOTO Mperapara s
BETEPUHAPHOIO IPUMEHEHMS IIPU TIEPBOM IIPUEME WIIH IIPU €0 OTMEHE;

p) omnucanue (Ipu HEOOXOIUMOCTH) JNEHCTBUM CIEIUATUCTa B O00JACTH BETEpUHAPHUH, BIaJEIbIIa
KUBOTHOTO TMpPH MPOMYyCKe NpHeMa OJHOW WM HECKOJBKHX J103 JIEKapCTBEHHOTO IMpernapara Jyis
BETEPUHAPHOTO TPUMEHEHUS;

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

C) CPOK TOAHOCTH H YKa3aHHWC Ha 3anpeT MNPHUMCHCHUSA JICKAPCTBCHHOTO IIplrapara IJId
BCTCPUHAPHOI'O MPUMCEHCHUSA 110 UCTCUCHUHN CPOKa I'OJHOCTH;

T) YCJIOBUS XpaHEHUS;

y') YKa3aHue€ Ha HeO6XOI[I/IMOCTB XpaHCHUA JICKApCTBCHHOI'O IIpcrapara MJis1 BCTCPUHAPHOI'O
INPpUMEHCHUSA B MECTaX, HCAOCTYITHBIX IJId neTeﬁ;

(I)) YKa3aHue (HpI/I HCO6XOI[I/IMOCTI/I) CIICHUAJIBHBIX MCP MNPCAOCTOPOKKHOCTH IIPpH YHUYTOKCHHUU
HCHUCIIOJIB30BAHHBIX JICKAPCTBCHHBIX IMPEIIApaTOB AJId BETCPUHAPHOTO IPUMCHCHMU,

X) CPOKHM BO3MOXXHOI'O MCIOJIb30BaHUS MPOAYKLUHU >KUBOTHOTO IMPOMCXOKIEHUS I10CIIE BBEICHUS
YKUBOTHOMY JIEKAPCTBEHHOTO IperapaTa il BETEpUHAPHOTO IPUMEHEHUS;

1) YCIIOBUS OTIYCKa;

‘-I) HauMMCHOBaHUA HW aJpeca MNMPOU3BOACTBCHHBLIX IIJIOMAAO0OK IIPOU3BOJUTEIA JICKAPCTBEHHOI'O
npemnapara JJjid BETCPUHAPHOT'O IPUMCHCHUA
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II) HaWMEHOBaHWE, aJpec OpraHWu3alliH, YIOJHOMOYEHHOW JIep)KaTeleM WM BIAACIbIeM
PETUCTPAIIMOHHOTO  yJAOCTOBEPEHUS] JIEKAPCTBEHHOTO Tpermapara Ha MPUHATHE MPETCH3UH OT
oTpeOuTes;

8) MPOEKThl MAKETOB IIEPBUUYHON YIIAKOBKHM U BTOPUYHOM YIIaKOBKH JIEKAPCTBEHHOTO IIpenapaTa Jiis
BETEPUHAPHOI0 IIPUMECHEHUS;

9) crnenyromue CBEACHHS O JICKAPCTBEHHOM Ipenapare sl BETCPUHAPHOTO TPUMCHCHHUS
a) OMHCaHUE U COCTAB JICKAPCTBEHHOTO TIpenapaTa Jyisi BETepUHAPHOTO IPUMEHECHUS;
0) onrcanue (hapMareBTHUECKON pa3padoTKH;

B) OMMCAaHUE MpoIlecca MPOU3BOACTBA U €r0 KOHTPOJIS, MOAIMUCAHHOE B IOPSIKE, YCTAHOBICHHOM B
COOTBETCTBHUH C YaCThIO 1 HACTOSIIEH CTAaThU,
(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

I) ONHCAaHHWE KOHTPOJS KPUTUYECKUX CTAaJUN IPOMU3BOJACTBA M IPOMEXKYTOUHOM MPOLYKIIHH,
MIOJIIMCAaHHOE B MOPSAKE, YCTAHOBJICHHOM B COOTBETCTBHU C YaCThIO | HACTOSIIEH CTAThH;
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) HaMMEHOBaHUS W ajapeca pa3paboTuuKa, JACpiKaTellss WIM BIAAeNblla PErHCTPAMOHHOTO
YAOCTOBEpEHUsST  JICKAPCTBEHHOTO  TIperapaTra, IMPOU3BOJCTBCHHBIX  IUIOMIANIOK  IPOW3BOJIHUTEIS
JIEKapCTBEHHOTO Tpernapara JJisi BETEpUHAPHOTO MPUMEHEHHUs C YKa3aHHEeM CTaJIui TEXHOJIOTUYECKOTO
MpoIrecca, OCYIISCTBISIEMBIX Ha IPOU3BOJICTBEHHBIX IUIOMIAKAX MPOU3BOIUTEIS JIEKAPCTBEHHOTO
npernaparta Jijisi BETEpUHAPHOTO PUMEHEHUS;

(B pen. @enepanbubix 3akoHOB OT 13.07.2015 N 241-03, ot 02.08.2019 N 297-D3)

€) (hapmarieBTHUECKasi COBMECTUMOCTb;
) MUKPOOHMOJIOTMYECKHE XapaKTEPUCTUKH;
3) MaTepHaIbHbBIN OanaHc JUIs IPOU3BOICTBA CEPUH FOTOBOTO MPOJIYKTA;

1) OIMCaHNE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MATEPHAJIOB M YKYIIOPOUHBIX CPEJCTB;

IIpumeyanue.
[Ipu perucrTpanuu MO YCKOPEHHOM Mpolenype IOMyCKaeTcsi HEeNpeICTaBlIeHue JOKYMEHTOB,
npexycMoTpeHHbX mm. "K" m. 9 4. 3 cr. 17, mpu yclIOBHM MHUCBMEHHOTO O00S3aTeNbCTBA HX

peocTaBUTh B TedeHue 12 mecsueB co nHs peructpauuu (Ilocranosnenue IlpaBurenscta PO ot
12.03.2022 N 353).

K) JOKYMEHTaJIbHOE MOATBEePkKACHNE (BaIUIAIHS) IPOLIECCOB U (MIIM) UX OLIEHKA;

1) TpeOoBaHMsI K KayeCTBY BCIOMOTAaTENbHBIX BeEIIECTB (cepTuduKaT, crenudukanus Ha
BCIIOMOTaTeNIbHBIE BEIECTBA U UX 00OCHOBAHUE);
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IIpumeyanue.
[Ipu perucrpauuu MO YCKOPEHHOM MpoLEeAype MAOIMYCKAETCsl HENPEACTABICHHE JOKYMEHTOB,
npenxycMoTpeHHbIX mm. "M" 1. 9 u. 3 cr. 17, mpu ycIOBUM MHCBMEHHOTO O053aTelhCTBA HX

MpeaoCTaBuTh B TeueHue 12 mecsieB co aHs peructpanuu (I[Tocranosnenne [IpaButensctBa PO or
12.03.2022 N 353).

M) AHAIIUTUYCCKUE MCETOAUKH, HCIIOJIB3YEMBIC TIIpU OCYHICCTBICHHHN KOHTPOJA KadeCTBa
BCIIOMOT'aTCIBbHBIX BCIICCTB,

[Tpumeuanwue.
[Ipu perucrpauuu MO YCKOPEHHOM TMPOLEIYype JMOMYCKAeTCS HEMPEICTaBICHUE JIOKYMEHTOB,
npeaycMoTpeHHbIX mm. "H" m. 9 4. 3 cr. 17, mpu yclIOBHM NHCBMEHHOTO 0053aTelbCTBA HMX

pelocTaBUTh B TedeHue 12 mecsues co nHs peructpaunu (Iloctanosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

H) AOKYMCHTAJIbBHOC TTOATBCPIKIACHUC (BaJ'II/II[aI_II/IH) AHAIIMTUYCCKUX MCETOJUK, HCIIOJIb3YCMBIX IIPpHU
OCYHICCTBJIICHUU KOHTPOJIA Ka4€CTBAa BCIIOMOTI'aTCIIbHBIX BCIICCTB,

0) I/IH(i)OpMaIII/IH 00 HCIIOJB30BAaHUM BCIIOMOTaTEIbLHBIX BC€IICCTB YCJIOBCYCCKOT'O MW XHUBOTHOI'O
MMPOUCXOKIACHUS

n) yrpatui cuiy. - ®enepanbHbiii 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHMS K KayecTBY JIEKAPCTBEHHOrO IIpernapara il BETEepPUHAPHOTO TNPHUMEHEHUs
(cepTudukar, cnenuduKanus Ha JEKapCTBEHHBIN Mpernapar U uX 000CHOBaHUE);

C) AHAIIMTUYCCKUC MCTOAWKH, HCIHOJB3YCMBIC TIpU OCYHICCTBJIICHMM KOHTPOJIA KadeCTBa
JICKApCTBCHHOTO Iperiapara JJIs1 BETCPUHAPHOT'O MPUMCEHCHU S,

IIpumeuanue.
IIpn perucrpanuy MO YCKOPEHHOM IIpOLENype JHOIYCKAECTCS HENPEICTAaBICHUE JIOKYMEHTOB,
n_-n

nNpeaAyCMOTPCHHBIX TIIII. "T  II. 9 4. 3 cr. 17, npru YyCJIOBHHU MNHUCBMCHHOIO 00s13aTeNbCTBA UX

perocTaBUTh B TedeHue 12 mecsues co nus peructpauuu (Iloctanosnenue IlpaBurensctBa PO ot
12.03.2022 N 353).

T) JAOKYMCHTAJIbBHOC IOATBCPIKACHHUC (BaJ'II/II[aL[I/IH) AHAIIUTUYCCKUX MCTOJUK, UCIHOJB3YECMbIX IIpU
OCYIICCTBJIICHUU KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHOI'O ITperiapara Ajid BETCPUHAPHOI'O IPUMEHCHUSA ;

y) JOKYMEHT, IMOJITBEPXIAOIINIA KadeCTBO JICKAPCTBEHHOTO IMperapara TPeX MPOMBINUICHHBIX
cepuii (IPOTOKOJT aHAIM3a MU CEPTU(PHUKAT aHAIKM3a), OJTHA CEPUSI KOTOPOTO OJDKHA COBIMAIATh C CepUe
oOpa3siia JeKapCTBEHHOTOo Mperapara, MoJJaHHOTO Ha PErUCTPAIIHIO;
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&) XapakTepucTUKa IPUMECEH;

X) NepCUCHb CTAHAAPTHBIX 06pa3L[OB, HCIIOJIB3YCMbBIX IPHU OCYHICCTBIICHUHW KOHTPOJIA Ka4YCCTBa
JICKApCTBCHHOT'O ITperiapara AJIs1 BETCPUHAPHOI'O IPUMEHCHU A,

IIpumeyanue.

[Ipu yckopeHHOW mMpolenype perucTpalud BOCHPOU3BEIEHHOTO IMperapaTa JOIyCKaeTcs
HEMpPEACTABICHUE CBEACHUM, MpeaycMOTpeHHbIX mm. "i" m 9 4. 3 cr. 17, nmpu NUCbMEHHOM
00s3aTeNbCTBE UX MPEAOCTaBUTh B TedueHue 12 mecsaueB co AHs peructpaimuu (Iloctanosnenue
[TpaButensctBa PO ot 12.03.2022 N 353).

LI) JaHHBIC O CTaO0UIBHOCTHU JICKAPCTBCHHOTI'O IIpIriapaTta 1JIsd BETCPUHAPHOI'O IIPUMCHCHHU,

10) xommst JOKyMEHTa, colepiKamero WHGOpMAIMI0 O HAIWYUH WIA 00 OTCYyTCTBUH (PAKTOB
perucTpanuy JIeKapcTBEHHOIO Ipernapara AJs BEeTepUHApHOro NMPUMEHEHUs 3a npenenamu Poccuiickoit
®denepanuu;

11) corynacue B MUCHbMEHHOU (hopMe, MPEeIyCMOTPEHHOE YacThIO 7 HACTOSIICH CTAaThU, B CiIyvae
perucTpanyy BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO Tpenapara;
(B pen. @exnepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) xomusg JOKyMEHTa Ha pPYCCKOM SI3bIKE, 3aBEPEHHOI0 B YCTAHOBJIEHHOM MOpPSAKE U
MIOATBEPKAOLIETO IIPABOMOYHOCTh 3asBJICHHUS O TOCYJAapCTBEHHOM PpErHMCTpPAlMy JIEKAPCTBEHHOTO
npernaparta Jiisi BETEpUHAPHOTIO IPUMEHEHUS (JIOBEPEHHOCTD );

IIpumeyanue.

Jo 31.12.2030 poccuiCKUM MPOU3BOAUTENSM pa3pelieH0 HE MPEJICTaBiIsITh CBEJIEHUS B
cooTBeTCTBUM ¢ M. 13 4. 3 c1. 17 mpu perucrpaiy MMMYHOOHOJOTMYECKHX JIEKApCTBEHHBIX
npenapartoB ([Toctanosnenue [IpasutensctBa PO ot 12.03.2022 N 353).

13) cBemeHMss O TOCYJApCTBEHHOM perucTpaluyd TIeHHO-MHXEHEPHO-MOIU(PHUIMPOBAHHBIX
OpraHM3MOB, IIpEeIHAa3HAYEHHBIX [UISI BBIIYCKa B OKPYXAlOUIyl0 cpeny (IpH TrocyAapCTBEHHOU
pEruCTpallMM  JIEKApCTBEHHBIX IpENapaToB Ul BETEPUHAPHOIO IPUMEHEHUsS, IOJIYYEHHBIX C
MPUMEHEHUEM T'€HHO-MH)KEHEPHO-MOJIU(ULMPOBAHHBIX  OPraHU3MOB WJIM  COJAEpXAllUX  TaKue
OpPraHU3MBI).

(m. 13 BBenen denepanbubiM 3aKkoHOM 0T 02.08.2019 N 297-03)

4. llpu mnpoBeneHMM YCKOPEHHOW MpOLETYphl 3KCIEPTU3bl JIEKAPCTBEHHOIO IIpernapara s
BETEPUHAPHOTO TMPUMEHEHMs (32 HUCKIIOYEHHEM JIeKapCTBEHHOIO Ipernapara i BETEpUHAPHOTO
MPUMEHEHHs, YKa3aHHOTO B yacTu 4.1 HacToAllel cTaTbM) B LEIAX €ro TOCyAapCTBEHHOW perucTpanun
BMECTO OTueTa pa3zpaboTuuKa O pe3ysbTaTax AOKIMHUYECKOTO MCCIIEOBAHMS JIEKaPCTBEHHOIO CPE/ICTBA
JUIE BETEPUHAPHOTO TMPHUMEHEHHUs MOXeT OBITh NpEICTaBIeH 0030p HAay4HBIX PabOT O pe3yJsibTaTax
JOKJIIMHUYECKOTO HCCieloBaHusl pedepeHTHOro JIeKapCTBEHHOIO Mpernapara Jis BETEPUHAPHOTO
IIPUMEHEHHUS, @ BMECTO OTUETA O Pe3yJbTaTaX KIMHUUYECKOTO MCCIIEI0BAaHUS JIEKAPCTBEHHOIO Mpernapara
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JUIS BETEpUHApPHOIO TMPUMEHEHUS OTYeT O pe3yJbTaTaX HCCIAeA0BaHUNH OHMOIKBUBAJICHTHOCTH
BOCITPOM3BEJICHHOI0 JIEKAPCTBEHHOI'O Mpernapara Jijisi BETepUHAPHOTO IPUMEHEHUSI.
(B pen. @enepanbhbix 3akoHOB 0T 02.08.2019 N 297-03, ot 28.04.2023 N 171-D3)

4.1. Tlpu mnpoBeaeHUU YCKOPEHHOW NPOLEIYpbl AKCIEPTU3bl JIEKAPCTBEHHOTO IMperapara s
BETEPUHAPHOTO MPUMEHEHUs, MPEAHA3HAYECHHOTO IS JICUYCHUsSI JOMAITHUX JKUBOTHBIX, ONPEACIICHHBIX
@enepanbHbM 3ak0HOM 0T 27 gekabpst 2018 roma N 498-®@3 "OO OTBETCTBEHHOM OOpaIIeHUH C
JKUBOTHBIMU M O BHECEHHMM M3MEHEHUU B OTJEJbHbIC 3aKOHOJAaTeIbHbIe akThl Poccuiickoit denepanun’,
U 3aperucTpUpPOBAHHOTO B KayeCTBE JICKAPCTBEHHOTO Mpernapara sl MEIUIHUHCKOTO NMPUMEHEHHUs, B
LIEJISAX €r0 TOCYAapPCTBEHHOM pEerucTpaIiii BMECTO OTUeTa pa3paboTurKa O pe3yibTaTax JOKIHMHUYECKOTO
HCCTIE0OBAHMS JIEKAPCTBEHHOT'O CPEJICTBA JJIsi BETEPUHAPHOTO MPUMEHEHHUS! MOTYT OBITh MPEACTABICHBI
pe3yNbTaThl JOKIMHUYECKOTO HCCIEAOBAaHUS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO CpPEACTBA s
MEIUIIMHCKOTO TPUMEHEHHUs, a BMECTO OT4eTa O pe3ysibTaTaX KIMHUYECKOTO HCCIICOBAHUS
JIEKapCTBEHHOI'O MpernapaTa JUisi BETEPUHAPHOTO MPUMEHEHHUs - 0030p HaydHbIX padoT O pe3yibTaTrax
KIIMHUYECKUX HCCIEAOBAaHUM JICKAPCTBEHHOTO Ipernapara Jyisi MEIUIIMHCKOTO NMPUMEHEHHUs Ha BUIAX
KUBOTHBIX, KOTOPBIM IIpEIHA3HAYACTCS UCCIIeNyEMBIii JIEKapCTBEHHBIN Mpenapar.

(dactb 4.1 BBegena denepanbHbiM 3akoHOM OT 28.04.2023 N 171-03)

5. Ha skcriepTu3y pa3iiuuHBIX JIEKAPCTBEHHBIX (JOPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
JUTISE BETCPUHAPHOTO TIPUMEHEHUS 3asIBUTEINIb MPEACTABIISICT OTACIbHBIC 3asSBICHUS U PETHCTPAIIMOHHBIC
J0ChE Ha KXY JieKapcTBeHHYIO (popmy. [IpH yciioBUU 0THOBPEMEHHOM MM0O/Ia4H HA SKCIIEPTU3Y OIHOMN
JIEKapCTBCHHON (DOPMBI C Pa3IMYHBIMU JTO3UPOBKOM, KOHIICHTPAIUEH, 00hEMOM 3asIBUTEIb MPEACTABIISCT
OJTHO 3asIBJICHHE M PETUCTPAIIIOHHOE JIOChE C MPUIIOKEHUEM MAKETOB MEPBUYHON YIIAKOBKU M BTOPUYHOM
ynakoBkd. Ha Makerax MepBUYHON YIAaKOBKHA M BTOPUYHOW YITAKOBKH YKa3BIBAIOTCS BCE MPOU3BOIUMBIC
JO3UPOBKH, KOHIIEHTpAIUU, OObEMBbI W KOJHMYECTBO 103 B YIMAKOBKE JIEKAPCTBEHHOTO Ipemnapara Juis
BETEPHHAPHOTO MMPUMECHCHHSI.
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

6. B cimyuae HempezicTaBieHHs C 3asABIEHHEM O TOCYJapCTBEHHON PETHCTPAINH JIEKaPCTBEHHOTO
npernapara Juisi BETepUHApHOTO MPUMEHEHHs JJOKYMEHTOB, MOJTBEPKAAIOUINX YILIaTy roCy1apCTBEHHON
MOIIJIMHBI U YKa3aHHBIX B ITYHKTC 7 vacta 2 HaCTOSIHIef/'I CTaThu, CBGI[CHPI?I O JIMICH3UAX, YKa3aHHbIX B
nyHkrax 1 um 2 wyactu 3 Hacrosdmed cTaTbM, a TaKXkKe BblJaBaeMbIX (MPEIOCTaBIsIEMbIX)
YIIOJITHOMOYEHHBIMH ~ (he/IepaJIbHBIMU  OpraHaMW HMCIOJHUTEIBLHOM BIIACTH JIOKYMEHTOB (CBEICHUM),
yKa3aHHbIX B MyHKTe 2.1 wactu 3 HacTosied CTaThd, YIOJHOMOYEHHBIH (enepaabHblii OpraH
WCIIOJIHUTENIBHOM ~ BJIACTM  3alpallliBaeT  yKa3aHHbIE  JIOKYMEHTHl  (CBEAECHHS) B  MOPAJKE
MEXBEJJOMCTBEHHOT'O MH()OPMAITMOHHOTO B3aUMOJICHCTBHUSI.

(uactsb 6 B pen. enepanbHoro 3akoHa oT 27.12.2019 N 478-D3)

7. He nomyckaercs HCIONb30BaHME B KOMMEPUYECKUX IeNsAX HHPOpPMAlMU O pe3ysbTaTax
JOKJIIMHUYECKUX UCCIIEIOBAHUN JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX HCCIIeI0BAaHUMN JIEKapCTBEHHBIX
IIPENapaToB JUIsl BETEPUHAPHOIO IPUMEHEHUS, MPEJCTABICHHON 3asBUTENIEM Ul TOCYyAApCTBEHHOU
perucTpaluy JIeKapCTBEHHBIX IIpernaparoB, 0e3 ero corjacuss B TEYEHHWE WIeCTH JIeT C JAaThbl
rOCYJapCTBEHHOI perucTpanuu pegepeHTHOro JeKapcTBEHHOTo npenapara B Poccuiickoit deneparui.

8. llepxatenb WU BIaJeJel] PETUCTPALMOHHOTO YAOCTOBEPEHHUs JIEKApCTBEHHOTO Mpernapara Jiuis
BETEPUHAPHOTO MPUMEHEHUS MPEJCTABISIET B YIIOJHOMOUYEHHBIN (heiepanbHblii OpraH UCHOTHUTEIHHOM
BJIACTH OTYET IO pe3yJsibTaTaM (papMakoHaA30pa OJUH pa3 B LIECTh MECALIEB B TEUEHUE ABYX JIET MOCTe
rocyJapCTBEHHOM perucTpanuu JeKapCTBEHHOro npemnaparta B Poccuiickoit denepaiinu, 3aTeM €XKerogHo
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B TEUCHHE MOCIICIYIOIINX TPEX JIET U B TabHEHIIIEM OJIH pa3 B TPH roja.
(uactb 8 BBeneHa OenepanbHbiM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratba 18. YTpatuna cuny ¢ 1 ceHtabpsa 2024 ropa. - denepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.

IIpumeyanue.

[Tomoxenus ct. 19 (B pen. @3 ot 30.01.2024 N 1-D3), kacarouiuecs MPeAOCTABICHHS TOC. YCIYT MPH
oOpalieHun JIEKQpCTBEHHBIX CPEACTB JJIsi MEAMIIMHCKOIO M BETEPUHAPHOTO IMPUMEHEHHUS
MOCPEJICTBOM €MHOM CHUCTEMBI U (WIIM) eIUHOTO TIopTajia, mpuMmenstorcs ¢ 01.01.2026.

Cratba 19. lpuHATHME pelwieHNs O Bblgade 3KCNEepTHOMY Y4YpeXAeHUI0 3aAaHuAa Ha
npoBeAeHMe 3KCNepTU3bl NeKapCTBEHHOro cpeAcTBa

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Teuenue necatu paboumx JTHEH CO JHS MPHUHATHUS 3asABJICHUS O TOCYIapCTBEHHOW pPerucTpaIun
JICKapCTBCHHOTO TIperapara WM 3asBICHHS O NPH3HAHWM JICKQPCTBEHHOTO Ipermapara ophaHHBIM
JIEKapCTBEHHBIM  MpEnapaToM  COOTBETCTBYIOIIMIA  YIOJHOMOYEHHBIH  ¢epepanbHbll  opraH
WCTIOTHUTEJILHON BJIACTU MPOBOAUT MPOBEPKY MOJTHOTHI, JOCTOBEPHOCTH U MPABUIBLHOCTH O(POPMICHHS
MPEACTABICHHBIX JIOKYMEHTOB PETHCTPAllMOHHOTO JIOChE Ha JICKAPCTBEHHBIM MpernapaT W MPUHUMAET
pelieHue o BeIave 3aJaHus Ha IPOBE/ICHHE:

(B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

1) skcmepTu3sl TOKYMEHTOB, MPEJICTABICHHBIX [JISi OMPEEICHUsT BO3MOXXHOCTH paccMaTpUBaTh
JIEKapCTBEHHBIN TMpernapar Ui MEIUIIMHCKOTO NMPUMEHEHHS B KadyecTBe Op(aHHOTO JIEKapCTBEHHOTO
npenapara;

(B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

IIpumeuanue.
C01.01.2026 1. 2 4. 1 ct. 19 yrpauusaer cuiy (D3 ot 30.01.2024 N 1-D3).

2) OKCIECPTU3BI JICKAPCTBCHHOI'O CPCACTBA B YACTH SKCIIEPTU3BI KAYECTBA JICKAPCTBEHHOI'O CPEACTBA
M 3KCIICPTU3bI OTHOIICHUSA 0XXKMIAeMOM MOJB3EI K BO3MOXHOMY PUCKY IPUMCHCHUA JICKAPCTBCHHOI'O
npemnapara ajisd MEAUIUHCKOTO IIPUMCHCHUS,

3) sKcrepTU3BI JIEKAPCTBEHHOIO CPEICTBA B YACTH AKCIIEPTU3BI KAUECTBA JIEKAPCTBEHHOT'O CPEJCTBA
M JOKCIICPTU3bl OTHOLICHUSA O)KH}I&GMOﬁ IMOJIB3bI K BO3MOKHOMY PHUCKY HNPHUMCHCHHA JICKAPCTBCHHOT'O
mpernapata Il MEIWLUHCKOIO NPUMEHEHUS B TMOPSAJKE YCKOPEHHOM MpoLELypbl SKCIEPTU3BI
JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHUHU CO CTaThel 26 HacTosuiero @enepaabHOro 3aK0Ha;

4) »sKcHepTu3bl JIEKapCTBEHHOIO CpPEICTBA B OTHOIIEHUHM JIEKAPCTBEHHOIO IIpernapara s
BETEPUHAPHOTO IPUMEHEHUSI.
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2. YTNOTHOMOYEHHBIN (enepaabHblii OpPraH HWCIOJTHUTEIBHOM BIIACTH HANPABISET B JIMYHBIN
KaOWHET JKCIEPTHOTO YYPEKICHUS B €IUHON CHCTEME MOANMMCAHHOE YCHJICHHOW KBaTU(UIIUPOBAHHOM
AJNIEKTPOHHON MOANKCHIO 33aJjaHNe Ha MPOBEJCHHE SKCIEePTU3, MPEAYCMOTPEHHBIX YacThio 1 HacTosuiei
CTaThbW, B JIMYHBIA KaOWHET 3asBUTENI B CIWHOM CHUCTEeME - TIOJNUCAHHOE YCHJICHHOU
KBIM(UIIUPOBAHHOMN 3JIEKTPOHHON MOANUCHIO YBEIOMIIEHUE O IMPUHATOM PELICHUH O BbIJAYe 3aJaHUS
Ha MPOBEJCHUE HKCIIEPTHU3, MPEYCMOTPEHHBIX YaCcThi0 | HACTOSIIEH CTaThH, U B CIy4ae HEOOXOAMMOCTH
0 BblJaue pazpeuieHuss Ha BBO3 B Poccuiickyto @exnepaluio KOHKPETHOW MapTUH, CEpUU
3apErHCTPUPOBAHHBIX W (WJIM) HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB WM 00 OTKa3e B
MIPOBEJICHUH TaKUX HKCIIEPTU3 C YKa3aHUEM MIPUUMH OTKa3a.

(dactb 2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. B ciyuyae BBIBICHHMS OTCYTCTBHUS WJIM HEIOCTOBEPHOCTH HH(POPMALMHU, COJAEpKalleics B
MPEJCTABICHHBIX 3asABUTENEM JOKYMEHTaX, YIIOJHOMOYEHHBIH (enepaibHbIil OpraH HCIIOJHUTEIBHON
BJIACTU HANpaBJsEeT 3asBUTEIIO MOCPEICTBOM €JUMHOIO MOpTaja WIM B €ro JIMYHbIM KaOMHET B €JUHOMN
cucTeMe 3ampoc 00 YTOYHEHHMH 3TOH WH(GOpMAIMH, TMOANUCAHHBIN YCHJICHHON KBAIM(UIIMPOBAHHON
JIEKTPOHHON MOJNMCHIO (Jajiee - 3anpoc YMOJIHOMOYEHHOro (elepanbHOro opraHa MCIOJHUTEIbHON
BJIACTH).

(uactsb 3 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

4. 3asBuTenp 00s3aH HAIPABUTH MOCPEACTBOM €AMHOTO IOPTAIa B YIIOJTHOMOUYEHHBIN (e/iepanbHbIi
OpraH HCIHOJHMUTEIbHOM BIACTM WJIM B JIMYHBIA KaOMHET YHNOJHOMOYEHHOTO (heaepaJbHOro opraHa
WCTIOJHUTEIIBHOM BJACTH B E€AMHOW CHCTEME TMOJANMCAHHBIA YCHUJICHHOW KBaTH(PHUINPOBAHHON
3JIEKTPOHHON MOAMUCHI0 OTBET Ha 3aIPOC YIOJIHOMOYEHHOro (hefepalbHOTO OpraHa HMCIOJHUTEIbHON
BJIACTH B CpPOK, HE INPEBBIAIONIUN JIeBIHOCTa paboOuMX JHEH cO JHS IMOJIy4EHUs YTOJTHOMOYEHHBIM
(benepaabHBIM OPraHOM MCIIOJHUTEIBHOM BIACTH 3JEKTPOHHOTO YBEJOMIIEHUS O MOJIyYE€HUH 3asiBUTEIEM
naHHoro 3ampoca. Cpok, yKa3aHHbI B 4YacTH |1 HacTosuledl craTbu, NMPUOCTAHABIUBAETCS CO JIHSA
HampaBJIeHUsl MOCPEICTBOM EIMHOIO MOopTaja WM B JMYHBIA KaOMHET 3asBUTEN B €IUHON CHUCTEME
3arnpoca yIMOJIHOMOYEHHOTO (eepalibHOr0 OpraHa HCIOJIHUTEIbHOW BJIACTM JO JHSA HAaNpaBJICHUS
3asBUTEJIEM MOCPEJICTBOM €AMHOTO MOpTaja UM B JIMYHBIM KaOWHET yHOJIHOMOYEHHOro (elepaibHOro
OpraHa UCIOJIHUTEIIbHOM BJIACTH B €IMHOW CHCTEME OTBETA.

(uactsb 4 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHOBaHuEM JUIsl OTKa3a B OpraHU3allid 3KCIEPTH3, NMPEAyCMOTPEHHBIX 4YacThio 1 Hacrosen
CTaThH, SBISETCA TpEACTaBICHUE HEOOXOAMMBIX JUIsI HPOBEAEHUS IPEeTyCMOTPEHHBIX 3KCIEPTU3
JIOKYMEHTOB B HEIIOJIHOM 00bEME WM HENPECTaBICHNE 3as8BUTEIIEM B YCTAHOBJIEHHBIH CPOK OTBETa Ha
3alpoc YHOJIHOMOYEHHOro (hefiepalibHOr0 OpraHa HCIOJHHUTEIbHON BIACTH, a TAKKE INpeICTaBIECHUE
JIOKYMEHTOB, HE COJIEPKAIX NCUYEPIBIBAIOIIETO MePeUHs HEOOXOIUMBIX CBEICHUM.

6. Ilpu oTka3e B OopraHM3anMM 3KCIEPTU3bI, MPEAYCMOTPEHHOW MYHKTOM 4 yactu | Hacrosmen
CTaTbH, JOKYMEHTBI, BXOJSIINE B COCTaB PErMCTPAIMOHHOTO JI0Che Ha JIEKApCTBEHHBIN Mpenapar A
BETEPUHAPHOTO MNPUMEHEHHs, MOTYT OBITh BO3BpAIIECHBI 3asBUTENI0O HAa OCHOBAHUM €ro 3arpoca,
MOJANKCAHHOTO  YCWJIEHHOW KBaNU(UIMPOBAHHON 3JEKTPOHHOM MOAMHMCHI0 M HAIMPaBJIEHHOTO
MOCPEJICTBOM €IMHOTIO TMOopTajia B YIOJTHOMOUYEHHBIN (hefiepaibHblii OpraH UCIOJHUTEIBHON BIACTU MU
JUYHBIN KaOMHET YIIOJIHOMOYEHHOro (pe/iepalibHOTO OpraHa MCIIOJHUTEIbLHON BIIACTH B €JUHON CHCTEME,
B TEYCHHME TPUALATH pabouyux JAHEH cO JHS MPUHATHS YIOJIHOMOYEHHBIM (hefiepaibHbIM OpPraHoM
WCIIOJIHUTENIBHON BIIACTH pelIeHUs] 00 OTKa3e B OpPraHU3alliid TaKOW 3KCIEPTHU3bl. YTOIHOMOUYEHHBIH
(benepanbHBI OPraH UCIIOJHUTEIHHON BIACTH BO3BPAILACT 3asiBUTENIO YKa3aHHBIE JOKYMEHTHI B TEUEHUE
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JeCATH pabOvHX JTHEH CO JTHS MOIyYEHUS] COOTBETCTBYIOIIETO 3a1IpOca 3asiBUTEIIS.
(dactp 6 BBeneHa DenepanibHbiM 3akoHOM 0T 02.08.2019 N 297-03; B pen. @enepaibHOTO 3aKOHA OT
30.01.2024 N 1-®3)

IIpumeyanue.

[Tonoxenus ct. 20 (B pex. @3 ot 30.01.2024 N 1-D3), kacarouiuecs NPeAOCTABICHHS TOC. YCIYT MPH
oOpalieHun JICKapCTBEHHBIX CPEACTB Il MEAMIIMHCKOTO MPUMEHEHHUs MOCPEICTBOM €IMHOU
cucremsl, npumenstoTes ¢ 01.01.2026.

Ctratba 20. O3KkcnepTusa [OOKYMEHTOB, MpeAcCTaBrieHHbIX [AONs onpeaeneHus
BO3MOXHOCTU paccMaTpuBaTb JieKapCTBEHHbIM npenapar Ana  MeAULMHCKOro
npUMeHeHUs B KayecTBe opdpaHHOro NekapcTBeHHOro npenapara

(B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1. Ilpounenypa ompenenaeHusi BO3MOXKHOCTH paccMaTpUBaTh JIEKApCTBEHHBINM IpemapaTr Juisd
MEIHUIIMHCKOTO MPUMEHEHHsSI B KauecTBe OpGaHHOTO JIEKAPCTBEHHOrO IMpernapara MOKET MPOBOAUTHCS
KaKk B OTHOIIECHHMH JIEKAPCTBEHHOT'O IpeIapara, 3aperuCTPUPOBAHHOIO B COOTBETCTBMM C HACTOSAILIUM
@denepalibHBIM 3aKOHOM JIMOO B COOTBETCTBMM C aKTaMU, COCTaBisitomMMu mpaBo Coro3a, Tak U B
OTHOIIEHWH  HE3aperuCTPUPOBAHHOIO  JIEKAPCTBEHHOIO  Ipernapara. OJKCHepTH3a  JIOKYMEHTOB,
MPEACTABICHHBIX [UIsl ONpPENEJIeHUs BO3MOXXHOCTH pPAacCCMATPUBATH JIEKAPCTBEHHBIN Ipenapar s
MEIUIIMHCKOTO TPUMEHEHHMs] B KadecTBe Op(AHHOIrO JIEKapCTBEHHOIO Mpernapara, COCTaBJICHHE
KOMHMCCHEM DKCIIEPTOB  3aKIIOYEHUS O BO3MOXKHOCTH WM  HEBO3MOXXHOCTHM  paccMaTpUBaTh
JIEKapCTBEHHBIN Mpernapar Ui MEJUIIMHCKOrO NPUMEHEHHUS B KadyecTBE Op(aHHOIO JIEKApCTBEHHOTO
mpernapata M HampaBlieHME B JIMYHBIM KaOWMHET yHOJHOMOYEHHOro (QelepaibHOro opraHa
WCIIOJIHUTEJIBHOM BJIAacTH B €IUHOM CHCTEME JAHHOI'O 3aKIIIOUYEHUs B (pOpME 3JIEKTPOHHOTO JOKYMEHTAa,
MOJIMMCAHHOTO YCUJICHHOW KBaJU(HUIMPOBAHHON 3JIEKTPOHHOHN MOAIMUCHIO, OCYIIECTBIAIOTCS B CPOK, HE
MPEBBILIAIOIIMKN TpUAATH pabOYMX JHEH CcO JHS HalpaBi€HHs B JIMYHBIM KaOMHET 3KCIEPTHOTO
YUPEXIECHUS B €IUHON CUCTeME 3aJaHMs YINOJHOMOYEHHOTO (hefepalbHOrO OpraHa HMCIIOJHUTEIbHON
BJIACTH U CJIEAYIOIINX JOKYMEHTOB M CBEJICHMIA:

1) 3asBieHHe O MPHU3HAHUH JICKAPCTBEHHOTO Tpernapara oppaHHBIM JIEKaPCTBEHHBIM MpernapaToM,
COCTaBJICHHOE IO (popMe, YTBEP>KIEHHON YIOIHOMOYEHHBIM (peepaibHbIM OpPraHOM HUCIIOJHUTEIbHOU
BIIACTH, TOJMHCAHHOE YCHJIEHHOW KBaTU(MUIIMPOBAHHON DIIEKTPOHHON MOMANUCHI0 YIOJIHOMOUYEHHOTO
MIPEACTABUTENS FOPUTAYECKOTO JIUIIA, NEUCTBYIOIIETO B COOCTBEHHBIX MHTEPECAX WM YIOJTHOMOYEHHOTO
MPEACTABIATH UHTEPECH! APYroro IPUANIECKOTO JIUIIA;

2) Komusg JOKyMEHTa Ha pPYCCKOM S3bIK€, 3aBEPEHHOr0 B YCTAHOBJIEHHOM TMOpSAIKE U
MIOATBEPKIAOLIETO TIPAaBOMOYHOCTh 3asBUTENA I10/1aBaTh 3asBICHHUE O IPU3HAHUU JIEKAPCTBEHHOTO
npenapaTa oppaHHbIM JIEKapCTBEHHBIM MpenapaToM (IIpy HEOOXOIUMOCTH);

3) obocHoBaHMe Op(aHHOCTH 3a00JieBaHMs, HE OTHECEHHOTO B COOTBETCTBUU C DenepaiabHBIM
3akoHOM OT 21 Hos06ps 2011 roma N 323-®3 "OO6 ocHOBax oxpaHbl 340pOBbs IpaxaaH B Poccuiickoii
@enepanuu" K penkuM (ophaHHBIM) 3a00J€BaHUSAM, B TOM 4YHCIE MOApOOHas HH(opManus o
IMAarHOCTHKE, MPOPUIAKTUKE WK JICYSHUH TaKOTO 3a00JICBaHHS;
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4) yTBep)KIIeHHAsi WHCTPYKLUHSI MO MEIUIMHCKOMY INPUMEHEHHUIO JIEKapCTBEHHOIO Ipernapara,
3apErHCTPUPOBAHHOTO B COOTBETCTBHHM C HacTosiuM DenepanbHBIM  3aKOHOM, WJIH  OOIIas
XapaKkTepUCTHKA JIEKapCTBEHHOI'O Ipernapara, 3aperucTPUpPOBAHHOTO B COOTBETCTBUU C aKTamH,
coctapisitouMu rpaBo Coro3a (Mpu HaJTU4KH ),

5) MHCTPYKLHUS [0 MEAULHUHCKOMY MPUMEHEHUIO WM KpaTKas XapaKTepHUCTHUKA JIEKapCTBEHHOIO
npenapara, yTBEp>KICHHbIE B CTPAHE MPOU3BOAUTENS (IPU HATUYUH);

6) KONMM JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM MOPSAKE U TMOATBEPKIAIOMIMX (aKT
perucTpanuy JIEKAPCTBEHHOTO TMpernapara B HHOCTPAHHBIX TOCYJapCTBaX B KauecTBE Op(haHHOTO
JIEKapCTBEHHOT'0 Ipernaparta (Ipyu HaJIUuuuu);

7) NPOEKT XapaKTEPUCTHKU HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOI'O Ipernapara, COJEpKallero
ClIeyIOlIMe MHHHMMAJIbHbIE CBEAECHUS O HE3aperuCTPUPOBAHHOM JIEKAPCTBEHHOM  IIpenapaTte
(momyckaercs IpenCTaBICHUE IPOEKTa XapaKTEPUCTUKU HE3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOI'O
Ipernapara, COCTaBJIEHHOI'O B COOTBETCTBUHU C JIOCTYNHBIMM JAaHHBIMHU 110 IPOBEIEHHBIM KIMHUYECKUM
HCCIIEIOBAaHUSAM JIEKAPCTBEHHOIO Ipernapara U JOKIMHUYECKUM HCCIIEJOBAHUSIM JIEKAPCTBEHHOTO
CpeAcTBa Ha MOMEHT IOJauyd 3asBJICHHMS O IPU3HAHMM JIEKAPCTBEHHOro IpenapaTta opQaHHBIM
JIEKapCTBEHHBIM IPENapaTom):

a) HaMMEHOBAHME JIEKAPCTBEHHOIO Ipenapara (MeXAyHapoJHOE HENaTeHTOBaHHOE, WU
IPYyIIUPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAHMS);

6) JICKApCTBCHHAsA (I)opMa C YKa3aHUCM HAaMMEHOBAHUM M KOJIMYECTBEHHOIO COCTaBa ,ZLCI\/’ICTBYIOH_II/IX
BCIICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOTI'aTCIIbHBIX BCIICCTB (HpI/I H€O6XOI[I/IMOCTI/I KOJIMYCCTBCHHOI'O
COoCTaBa BCIIOMOTI'aTCIbHBIX BeH_[eCTB);

B) (papMaKoJuHAMHKa U (papMaKOKHHETHKA,
I') IOKa3aHMs JUIl IPUMEHEHNUS;
1) TPOTHUBOIIOKA3aHUs AJIs1 IPUMEHEHUS;

e) BO3MOXKHBIC ITOOOYHBIC JEHUCTBUSA U HEXeJIaTeIbHbIE peaKknuu nmpu NpuMEHCHHUHU JICKAPCTBECHHOI'O
npemnapara Jjisd MEAUIUHCKOTO IIPUMCHCHU,

’K) HAWMMEHOBAaHUS W ajpeca MPOM3BOJCTBCHHBIX IUIOMIAJOK IPOU3BOJUTENS JIEKAPCTBEHHOTO
npernapara;

3) CBeAeHHS O pa3paboTuMKe JIEKApCTBEHHOTO CpeAcTBa (Jepikarene perucTpaluoHHOTO
YI0CTOBEpPEHNS);

8) cBeleHMsI O TEKYILEM CTaTyce pa3padOTKU He3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mperapara,
a TaKKe IUIaH ero pa3padoTKu;

9) O630pBI JOKJIMHAYECKUX HCCISIOBaHUMN JICKAPCTBCHHBIX CPCACTB U KIIMHUYCCKUX HCCIIeI0BaHUM
HE3apCTUCTPUPOBAHHOTO JICKAPCTBCHHOI'O ITpCriapara, JOCTYIIHBIC Ha ICHb ITOJA4H1 3asABJICHUSA

10) OTUCTBI O MPOBCACHHBIX HOOKJIMHHUYCCKUX MUCCICAOBAHUAX JICKAPCTBCHHOI'O CpCACTBA U
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KJIMHUYECKUX MCCIIeI0BAaHUAX HE3apETUCTPUPOBAHHOTO JICKAPCTBEHHOTI'O Mpenapara (Ipu HaIudum);
11) pexBU3UTHI JOKYMEHTA, MOATBEPHKAAIOIIETO YIUIATy rOCYAapCTBEHHOM MOIIJINHBI.

2. B cimydae HEIOCTaTOYHOCTH MPEACTABICHHBIX MAaTEPUAJIOB B LIEJSAX IPOBENCHUS IKCIIEPTU3BI IS
OIpeziesIEeHUs] BO3MOYKHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIN Mpenapar A MEAULHUHCKOIO IPUMEHEHUs
B KayecTBe Op(paHHOIO JIEKAPCTBEHHOIO MperapaTra SKCIEPTHOE YUPEkKJACHHE HANpPaBsSeT B JIMUHBIM
KaOMHET 3asBUTENS B €JUHOH CHCTEME 3alpoc O NPEACTABICHUHM HEOOXOIUMBIX MAaTepUaIoB,
MOANUCAHHBIM  pyKoBOAHUTENEeM  (YIIOJIHOMOYEHHBIM  JIMIIOM)  JKCHEPTHOTO  YUPEKICHHUS  C
WCTOJB30BAHUEM YCHJICHHOW KBaTHM(PUUIMPOBAHHON HIEKTPOHHOH MOANHUCH. 3asBUTENb 00s3aH
HAMpaBUTh B JIMYHBIA KaOMHET SKCIEPTHOIO YUPEKICHUS B €AMHON CHCTEME MOJINUCAHHBIM yCUICHHOM
KBaJTM(UIIMPOBAHHON AIIEKTPOHHOH IMOANKCHIO OTBET HA 3alIPOC B CPOK, HE MPEBBIIIAIONINH MECTUICCATH
pabouux THEH CO IHS MOJNYYEeHUS SKCIIEPTHBIM YUPEXKICHUEM AJIEKTPOHHOTO YBEIOMIICHUS O TIONyUYEeHUHU
3asBuTeNieM 3anpoca. Cpok, yka3aHHBIM B yacTu 1 Hacrosiued cTaTbd, NMPUOCTAHABIMBAETCS CO JHS
HaIpaBJICHUs 3aBUTEIIO B €r0 JTUYHBINA KaOMHET B €IMHON CHCTEME 3allpoca SKCIEPTHOTO YUPEKACHUS
70 JHSI HAIpaBJICHUS 3asBUTEIEM B JIMYHBIM KAOMHET HKCHEPTHOTO YUPEXKJIECHUS B €IUHOM cucTeme
OTBETa Ha 3alpOC U HE YUYUTHIBAECTCA NPHU MCUHMCICHUHM CPOKAa IPOBEIEHUS IKCIEPTU3bl JOKYMEHTOB,
MIPE/ICTABICHHBIX JJISl ONpEIENICHUsT BO3MOXHOCTH paccMaTpuUBaTh JIEKAPCTBEHHBIM Ipenapar uis
MEIUIIMHCKOTO MPUMEHEHHSI B KauecTBe op(haHHOTO JIEKAPCTBEHHOIO MIperapaTa.

3. B cpok, He mpeBbIIAIMUNA NATH pabOYMX IHEH cO JHA HampaBlIeHUs B JIMYHBIM KaOWHET
YIIOJIHOMOYEHHOTro (heAepabHOIO OpraHa HCHOJHMTENIbHOM BIACTH B €IUHOM CHUCTEME 3aKIIIYEHUs,
YKa3aHHOTO B 4yacTH | HacTosled cTaTbH, YIOJIHOMOYEHHBIH (efepaibHbI OpraH HCIOJHUTEIbHON
BJIACTU OCYILECTBJIICT OLICHKY 3aKIIOYEHUs I OIpPEACIIEHHS €ro COOTBETCTBHUS 3aJaHHUI0 Ha
MIPOBEJICHUE SKCIEPTU3bI U HANPABIIAET B JIMYHBIA KaOUHET 3asBUTEIN B €AMHON CHCTEME MOJINUCAaHHOE
YCUJIEHHOM KBalU(UIMPOBAHHOW 3JIEKTPOHHOM MOANUCHIO YBEJOMJIEHHE O pe3ysbTaTax MpPOBEICHHOMN
SKCIIEPTU3BI C MPUIIOKEHUEM KOIIMHU SKCIIEPTHOTO 3aKIHOYEHUs (C COXpaHEHUEM KOH(UICHINATIbHOCTH
uHpOpMAallUd O COCTaB€ KOMHCCHM 3KCIEPTOB) W BO3MOYKHOCTH HJIM HEBO3MOXXHOCTU paccMaTpHUBATh
JIEKapCTBEHHBIN TMpernapar Ui MEJUIIMHCKOrO NPUMEHEHHUS B KauecTBE Op(aHHOIO JIEKApCTBEHHOTO
npenapara.

Cratba 21. YTpatuna cuny ¢ 1 ceHtabpsa 2024 ropa. - PeapepanbHbIA 3aKOH OT
30.01.2024 N 1-®3.

Cratbsa 22. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PepgepanbHbiv 3aKOH oT 22.12.2014
N 429-03.

[Ipumeuanmue.

[Tonoxenus ct. 23 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromumecs: IpeAOCTaBIECHHS TOC. YCIYT MPH
oOpallleHuu JIEKapCTBEHHBIX CPEACTB JJI MEIWLUHCKOrO TMPUMEHEHHsS] MOCPEICTBOM €JIMHOMN
cuctemsl, npuMmenstores ¢ 01.01.2026.

Ctatbs 23. JkcnepTusa KauyecTBa JleKapCTBEHHOro cpeacTBa M 3KCnepTusa
OTHOLUEHUSI OXMAAEeMOM NOoNb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsi NeKapCTBEeHHOro
npenapara ans MeguUUHCKOro NpuMeHeHust
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(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DkcriepTU3a Ka4ecTBa JIGKAPCTBEHHOTO CPEJCTBA M AKCIIEPTHU3a OTHOLICHUS O’KMIAeMOH TOJIB3bI
K BO3MOXHOMY PHUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O IIplriapara aJid MCIUIHUHCKOroO IPHUMCHCHUS,
COCTaBJIGHHE KOMHCCHSIMH SKCIIEPTOB 3aKJIOYEHHH 110 pe3yiabTaTaM IPOBEACHHBIX JKCIEPTU3 H
HaIIpaBJICHHUEC JTUX 3aKJIIO‘-IeHPIﬁ, MOANUCAHHBIX YCHUJICHHBIMHA KBaJ'II/I(bI/ILII/IpOBaHHbIMI/I OJICKTPOHHBIMU
HOJIUCSMH, B JIMYHBIA KaOMHET YHOJIHOMOYEHHOTO (eepaJbHOro OpraHa MCIIOJHHUTENBHON BIIACTH B
€IMHOW CHUCTEeME OCYUIECTBISIOTCS B CPOK, HE NPEBBIMIAIOIIMNA CTa AECATH PadO4YMX ITHEH co AHA
HAlpaBJCHUsl B JIMYHBII KaOMHET SKCHEPTHOrO YYPESKACHUS B €AMHOW CHCTEME COOTBETCTBYIOIIETO
3aJaHus  YIOJHOMOYEHHOTO (hefepaibHOr0 OpraHa MCIOJHUTENBHOW BIACTH M HEOOXOIUMBIX
JTOKYMEHTOB.
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

[Tpumeuanwue.

[To 3asBnenuto, noganHomy B Munzapas Poccun g0 11.04.2022, npu HEBO3MOXKHOCTU IPOBEICHUS
JKCIIEPTU3bl KadyecTBa JICKAPCTBEHHBIX CPEACTB B JKCIEPTHOM YUYPEKICHHUH, IOIyCKaeTcs ee
NPOBEICHUE TIOCPEACTBOM JIMCTAHIIMOHHOTO B3aMMOACUCTBUS, TOPIIOK H (POPMBI KOTOpPOTO
OIIPENeNAIOTCA IKCHEPTHBIM YUpPEXIEHUEM M0 corjacoBaHuto ¢ 3asButeisiMu (IlocranoBneHue
[TpaButensctBa PO ot 05.04.2022 N 593).

2. B TedeHue aeBsHOCTAa AHEW CO JHS TMOJYYEHHUS YIOJHOMOUYEHHBIM (erepabHbIM OpPraHOM
WCIIOJIHUTENIBHON BJACTH YBEAOMJIEHMSI B 3JIEKTPOHHOM ()OpME O MOJyYEHUU 3asBUTENIEM DPELIEHUs O
IIPOBEJIEHUH JKCIEPTU3, MPENYCMOTPEHHBIX YAaCThIO | HACTOSALIEH CTAaThbU, 3asgBUTEIb IPEICTABISIET B
9KCHEPTHOE YUYPEKACHUE I MPOBEACHUS SKCHEPTU3bl KAauecTBa JIEKAPCTBEHHOI'O CPEICTBA 00Opa3Iibl
JIEKapCTBEHHOI'O Ipenapara Juisi MEAMIMHCKOIO MPHUMEHEHUs, IPOU3BEIEHHOIO B COOTBETCTBHH C
TpeOOBAaHUSAMHU OMNBITHO-IIPOMBIIIJIEHHOTO M (WJIM) TMPOMBIIUIEHHOTO PErjlaMEHTOB, YTBEPKIEHHBIX
PYKOBOJUTENIEM TNPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJACTB, a TAKXE B COOTBETCTBYIOIIMX CIIydasx
oOpa3ipl (papMarieBTUUECKON CyOCTaHIIUM, TECT-IIITaMMa MUKPOOPTaHU3MOB, KYJIbTYpPbI KJIETOK, 00pa3Libl
BELIECTB, IIPUMEHSAEMBIX JJIsi KOHTPOJS KauyecTBa JIEKAPCTBEHHOI'O CPEACTBA IIyTEM CPaBHEHUS C HUMHU
UCCIIEIyEMOI'0 JIEKAPCTBEHHOI'O CPENICTBA, CHEU(PUUECKUE PEareHThbl, HEOOXOIUMBIE AN IPOBEACHUS
UCTBITAHUH  00pa3loB  JIGKAPCTBEHHBIX  MpENapaTroB, B  KOJIWYECTBAX, HEOOXOJUMBIX  JJIs
BOCIPOU3BE/IEHUSI METOJI0B KOHTPOJISI Ka4eCTBa.

(B pen. denepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

3. Ilpu momyueHun o0Opa3IOB JICKAPCTBEHHOTO TNpemapara U (papMareBTUYECKON CyOCTaHIIMH
HKCHEPTHOE YUpEKACHUE HANpABISIET B JIMYHBIN KaOMHET 3asBUTENS B €AMHOM CHCTEME YBEJOMJICHHUE,
MOATBEP K IAIOIIEe MOTYUYSHHE YKa3aHHBIX 00pa3LoB.

(uactb 3 B pen. enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. Vka3aHHBIH B 4YacCTH 2 HACTOSALIEH CTaTbU CPOK JUIsl MPEACTABICHUS 3asBUTENEeM OOpas3IoB
JICKapCTBEHHOTO TpenapaTta W (apMaleBTHUECKOW CyOCTaHIIMM HE BKIIIOYAETCS B CPOK IPOBEACHUS
JKCIEPTHU3, IPEYCMOTPEHHBIX YAaCThIO 1 HACTOSIIEN CTaThH.

(uactp 4 B pen. enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Yrparun cuiy. - @eaepanbubii 3akoH oT 30.01.2024 N 1-®3.
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IIpumeyanue.

[Tonoxenus ct. 24 (B pen. @3 ot 30.01.2024 N 1-D3), kacarouiuecs: NPeAOCTABICHHS TOC. YCIYT MPH
0oOpalleHUN JIEKapCTBEHHBIX CPEACTB [Jisi BETEPUHAPHOTO IMPUMEHEHHSI MOCPEACTBOM €IUHOIO
noptana, npumensitoresi ¢ 01.01.2026.

Ctatbs 24. JKkcnepTM3sa KayecTBa JeKapCTBEHHOro CpeAcTBa M 3KcnepTusa
OTHOLUEHUSI OXMAAEMOM NOoNb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsI NeKapCTBEHHOro
npenapara Ansa BeTepUuHapHOro NpuMeHeHus

1. DkcnepTh3a KauyecTBa JIEKAPCTBEHHOTO CPEACTBA M AKCIEPTH3a OTHOIICHHS OKUIAEMON TOJIb3bI
K BO3MOXXHOMY DPHCKYy HPUMEHEHHs JIEKapCTBEHHOIO Nperapara Uil BETEpPUHAPHOTO INPHMEHEHUS,
COCTaBIICHME KOMHUCCHSAMH OKCHEPTOB 3aKIIOUCHHWHA 10 pe3ysbTaraM YKa3aHHBIX OJKCIEPTH3 H
HalpaBJICHUE TAKUX 3aKIIIOYEHUH B IJIEKTPOHHOH (popMe B YHOIHOMOYCHHBIH (elepanbHbIli Opra
WCTIOJTHUTEIBHOM BJIACTH OCYHIECTBISIFOTCS B CPOK, HE TPEBBIIIAIOIINI CTa ecsITH pabounx JHEH co THS
MOJYYEHHUs] OKCIIEPTHBIM  YYPEXKICHHEM B JJIEKTPOHHOW (opMe 3aJaHHs  YINOJHOMOYEHHOTO
(benepanbHOrO OpraHa HCIOJHUTEIHHON BIACTH C JOKYMEHTAMH, YKa3aHHBIMH B 4YacTH 3 craThu 17
Hacrosuiero degepanbHOro 3aK0Ha.
(B pen. @enepanpHbix 3akoHOB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-®3, ot 30.01.2024 N
1-D3)

2. B Teuenwe Tpuamatd pabouYMX IHEH CO JHS TOJyYeHHs YIOJHOMOYEHHBIM (herepabHbIM
OpPraHOM MCIIOJIHUTEIbHOM BIACTU YBEJIOMIIEHUS B D3JEKTPOHHOH (opMe O MONy4YEeHUH 3asBUTEIIEM
pe€micHusd O MPOBCACHUHN YKa3aHHBIX B YaCTHU 1 HaCTOﬂmeﬁ CTaTbH JSKCIICPTU3 3asABUTCIIb NPEACTABIIACT B
HKCHEPTHOE YUPEXKACHUE JJIs MPOBEACHUS SKCHEPTH3bl KauecTBa JIEKAPCTBEHHOI'O CpelICTBA 0Opa3Iibl
JIEKQpCTBEHHOTO TIpernapara Uil BETEPUHAPHOTO TPHMEHEHHs, MPOU3BEIACHHOTO B COOTBETCTBHU C
TpeOOBaHUSAMHM TEXHOJOIMYECKHX pPErJIaMEHTOB, YTBEP)KICHHBIX PYKOBOJIUTENEM MPOU3BOJUTENS
JICKApCTBCHHBIX CPEACTB, a4 TAKIKC B COOTBCTCTBYIOINHUX ClIydasaX TECT-IUTaMMbl MHUKPOOPIraHMW3MOB,
KyJIbTYphl KJIETOK, 00pa3ibsl (apmaneBTHYeckoil cyOcTaHunu, oOpasibl BELIECTB, NMPUMEHSEMBIE s
KOHTPOJISl KadecTBa JICKAPCTBEHHOTO CPEJICTBA, B KOJWYECTBAX, HEOOXOAMMBIX IS BOCIIPOM3BEICHUS
METO/0B KOHTPOJISI KauecTBa.

(B pen. @exnepanbubix 3aKk0HOB OT 02.08.2019 N 297-®3, ot 30.01.2024 N 1-D3)

3. Ilpu momydeHun oOpa3lOB JEKApCTBEHHOIO Ipernapara M (apmaneBTHYECKON cyOcTaHIUu
IKCIIEPTHOE YUPEXJICHHE B JI€Hb MOJTYyYEHHsS OOpas3IOB HANpPABISET B IEKTPOHHOH (hopme 3asBHUTENIO
yBeJIOMJICHHE, IIOATBEPIKJat0IIee MOJTyYeHHe YKa3aHHBIX 00pa3IioB.

(uactsb 3 B pen. denepanproro 3akoHa ot 30.01.2024 N 1-D3)

4. YKa3aHHBI B 4YacTH 2 HACTOSAMICH CTaThU CPOK JUIsl TMPEACTABICHUS 3asBUTENEM OOpPa3IoB
JISKapCTBCHHOT'O TIperapaTa W (apMaleBTHYECKON CYOCTaHIIMM HE BKJIFOYAETCS B CPOK TPOBEIACHHS
AKCIIEPTH3, MPEAYCMOTPEHHBIX YaCThI0 | HACTOSIIEH CTaThH.

(dactp 4 B pen. DeaepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. ¥YTpatun cuny. - ®eaepanbubiii 3akoH oT 30.01.2024 N 1-03.

CraTtba 25. lNoBTOpPHOE NpoBeAeHNe IKCNepTU3bl NileKapCTBEHHbIX CPeaACcTB
(B pen. @enepanbHoro 3axkoHa ot 22.12.2014 N 429-03)

CrpaHuua 53 u3 163



®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

1. B ciyyasix HenocTaTo4HONM 0OOCHOBAHHOCTH MJIM HEMOJHOTHI 3aKI0YEHHS] KOMUCCHUU KCIIEPTOB,
HJINYMS B HEM IPOTUBOPEUMBBIX HAHHBIX, (aJbCU(UKALMK BBIBOJOB HKCIEPTH3bl JICKAPCTBEHHOI'O
CpeACTBa, COKPBITUS OT YIOJIHOMOYEHHOTO (peepalbHOr0 OpraHa MCIOJHUTEIBHON BIACTH OCHOBAaHHIA
Ul OTBOJA SKCIEepTa BCIEICTBUE €ro 3auHTEPECOBAHHOCTH B PpeE3yJbTaTaX COOTBETCTBYIOILEH
OKCIICPTHU3BI, HaJIu4yusgd  OJaHHBIX O mpAMOM 100 KOCBEHHOM BMEIIATEILCTBE B mponecc
COOTBETCTBYIOLIEH 3KCHEPTU3bI JIMI, HE YYacCTBYIOLIMX B €€ IPOBEIEHHH, HO OKa3aBIIMX BIUSHHUE Ha
MPOLIECC U PEe3YJbTATHl €€ MPOBEACHUS, YIOJHOMOYCHHBIM (peepalIbHBIM OPraHOM HWCTIOTHUTEIHLHOM
BJIACTU HAa3HAYAETCs IIOBTOPHAs SKCIIEPTU3a JIEKAPCTBEHHOT'O CPECTBA U (M) ITUYECKAs HKCIEPTH3a.

(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

[Tpumeuanwue.

[Tonoxxenus cr. 25 (B pea. @3 or 30.01.2024 N 1-D3), kacarouiuecs npeaoCTaBICHUs TOC. YCIyT IpU
OoOpalleHnn JIeKapCTBEHHBIX CPEACTB Ul MEAMLMHCKOTO M BETEPUHAPHOIO IMPHUMEHEHHS
MIOCPEACTBOM €MHOM CUCTEMBI U (WJIHM) €AMHOro nopTaia, npuMenstores ¢ 01.01.2026.

2. TloBTOpHas 3KCIepTH3a JICKApCTBEHHOT'O CPEJICTBAa MPOBOAMTCS C yYETOM PE3YJIbTaTOB paHee
MIPOBEJICHHOW OJKCIEPTH3Bl B CPOK, YCTAHOBJICHHBIH YIOJIHOMOYECHHBIM (elepaJbHbIM OpPraHOM
UCTIOJIHUTEIBHON BJIACTH M HE MPEBBIIIAIONIMN TPUALATH paboymXx AHEH CO AHS MOIYYEHHUS IKCIIEPTHBIM
YUPEeKACHUEM B JTMYHOM KaOMHETE B €JMHON CHCTEME 3aJaHus Ha MPOBEICHUE MOBTOPHON 3KCIIEPTU3HI
JIEKapCTBEHHOTO CPEACTBA, MOJIMUCAHHOTO YCUIICHHOH KBATH()UIIMPOBAHHOM JICKTPOHHOMU TTOAIHUCHIO.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

3. ®unaHcoBoe oOecreyeHHe BBIMOJTHEHUS 3aJaHHUs Ha TPOBEJCHHE TMOBTOPHON HKCIEPTU3BI
JIEKaPCTBECHHOT'O CPEJICTBA HE OCYIIECTRIISICTCS.
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

IIpumeuanue.
C 01.01.2026 ct. 26 He pacmpocTpaHseTcss Ha NMPAaBOOTHOIIEHHUS, BO3HUKAIOLIUE NMPH OOpalleHUH
JIEKapCTBEHHBIX CPeNCTB i MeauuHckoro npumenenus (O3 ot 30.01.2024 N 1-D3).

Cratbs 26. YCKOpeHHaﬂ npoueaypa 3KCnepTulbl NIeKapCTBEeHHbIX cpeacTB

1. YckopeHHass mpoueaypa 3KCHEpPTH3bl JIEKApPCTBEHHBIX CPEICTB B IEISAX TOCYAapCTBEHHOU
perucTpanyy JICKapCTBEHHBIX IPETapaToB MPUMEHSETCS B OTHOIICHWH OpQaHHBIX JEKapCTBEHHBIX
IperapaToB, MEPBBIX TPEX JIEKAPCTBEHHBIX MpenapaToB, perucrpupyemMsix B Poccuiickoit ®enepanuu B
Ka4yecTBE BOCIPOW3BEJICHHBIX JIEKAPCTBEHHBIX IPENapaToB, OYEPETHOCTh KOTOPHIX OINpeaeisieTcss B
COOTBETCTBMM C HOMEpPOM M JaTOM BXOJAALIMX 3asABJICHUNA O TOCYJApCTBEHHOH perucTpanuu
JICKApCTBEHHBIX MPENapaToB B PaMKax OJHOTO MEXIYHApOJHOTO HEMAaTeHTOBAHHOTO HAMMEHOBAaHUS
JICKapCTBEHHOTO TMpernapara WIM TPYINIUPOBOYHOIO HAWMEHOBAaHUS JIEKapCTBEHHOIO Ipernapata,
JICKApCTBEHHBIX MPENapaToB JUIsi BETEPHUHAPHOTO TPUMEHEHUS, TPEIHA3HAYCHHBIX JUISI JICYCHUS
JIOMAIIIHUX >KUBOTHBIX, onpezeneHHbIX PenepaabHbiM 3akoHoM oT 27 nexalpst 2018 roga N 498-03 "O6
OTBETCTBEHHOM OOpAIEHHH C XMUBOTHBIMH W O BHECEHHHM W3MEHEHHU B OTHEIbHBIC 3aKOHOJATEIbHBIC
akTel Poccuiickoit denepannn", U 3aperucTpUpoBaHHBIX B KAadeCTBE JICKAPCTBEHHBIX NPENapaToB s
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MEIUIIMHCKOTO MPUMEHEHHUs, U JICKAPCTBEHHBIX IPENaparoB, MpeIHAa3HAYCHHBIX HCKIIOYUTENLHO I
MIPUMEHEHHUSI HECOBEPIIICHHOJIETHUMHU TPakIaHaAMH.

(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-®3, ot 28.04.2023 N
171-03)

2. VYckopeHHas Mpoleaypa SKCIEPTU3bl JEKApCTBEHHBIX CPEACTB B IEJIAX TOCYAapCTBEHHOM
pEerucTpaluy JIEKapCTBEHHBIX MIPENapaToB HE IPUMEHSIETCSI B OTHOIICHUU:

1) 6uoanaioroBsix (OMOMOAOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (0M0aHaIOTOB);

2) pedepeHTHBIX JIEKAapCTBEHHBIX IPErapaTroB (3a HCKIIOYEHHEM Op(AaHHBIX JIEKApCTBEHHBIX
MpenaparoB);

IIpumeyanue.

Ho 31.12.2025 poccuiickuM MNpOU3BOJIUTENAM JIEKAPCTBEHHBIX IIPENapaToB [Jid BETEPUHAPHOIO
IIPUMEHEHHUS Pa3pelleH0 MOoJaBaTh PErHCTPAllMOHHOE J0ChE IO YCKOPEHHOM mpolenype 0e3 ydera
TpeboBanuii . 3 4. 2 cT. 26 ([ToctanoBnenue IpaButenscta PD ot 12.03.2022 N 353).

3) BOCHpPOM3BEIEHHBIX JIEKAPCTBEHHBIX IIpPENapaToB (3a MCKJIIOYEHHWEM IMEPBBIX  Tpex
peructpupyembix B Poccuiickoil @enepanuu B KauecTBE BOCIPOM3BEAECHHBIX JICKAPCTBEHHBIX
[IpernapaToB M JICKAPCTBEHHBIX IIPENapaToB, IPEIHA3HAUYEHHBIX HCKIIOYUTEIBHO U MPUMEHEHUS
HECOBEPUICHHOJIETHUMH TpakJaHaMH, a TaKKe JIEKapCTBEHHBIX IPENaparoB, NPEAHA3HAYEHHBIX IS
JICYEHHUs JOMAalIHUX XUBOTHBIX, ornpeaencHHbIx denepanbHbIM 3akoHOM OT 27 nekadbps 2018 roma N
498-®3 "OO6 OTBETCTBEHHOM OOpAIIeHMH C >KUBOTHBIMM W O BHECEHWU HW3MEHEHUl B OTAENbHBIC
3aKoHoAaTenbHble akThl Poccuiickoii deaepanuu', U 3aperucCTpUPOBAHHBIX B KaueCTBE JIEKApPCTBEHHBIX
IIPEnapaToB Uil MEAULUHCKOTO IPUMEHEHHUS);

(B pen. ®enepanbHoro 3akoHa ot 28.04.2023 N 171-03)

4) HOBBIX KOMOWHAIMH 3apEeTUCTPUPOBAHHBIX paHee JeKapCTBEHHbBIX IPenapaTos;

5) IeKapCTBEHHBIX MpENaparoB, 3aperMCTPUPOBAHHBIX paHee, HO MPOU3BEIACHHBIX B JPYIHX
JIEKapCTBEHHBIX (hopMax B COOTBETCTBUM C MEPEYHEM HAMMEHOBAHUMU JIEKAPCTBEHHBIX (OPM U B HOBOM
J03UPOBKE;

6) JIEKapCTBEHHBIX MPENaparoB s MEIULHMHCKOIO NPUMEHEHUs, TOCYJapCTBEHHAsl PETUCTPALIUS
KOTOpBIX OTMEHEHA, MPH MX PErucTpalvy B KayecTBE JIEKAPCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOIO
IIPUMEHEHHSL.

(. 6 BBeneH DenepanbHbIM 3ak0HOM OT 28.04.2023 N 171-D3)
(uactp 2 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3. VYckopeHHas mpoleaypa SKCIEepPTU3bl JIEKapCTBEHHBIX CPEICTB MPOBOJUTCA IO PEIIEHUIO
COOTBETCTBYIOILIETO YIMOJIHOMOYEHHOTO (hefepabHOrO OpraHa MCHOJIHUTEIbHOM BIACTH HAa OCHOBAaHUU
3asIBJICHUS 3asBUTENS B CPOK, HE MPEBBILIAIOIIMI BOCBMUJECATH pabounx nHel. [Ipu atom sxcneprusa
JOKYMEHTOB, COAEpXKAIlUXCsl B PErMCTPAllMOHHOM JIOChE€ Ha JIEKApCTBEHHBIN IpemnapaT, MPOBOJUTCS B
CPOK, HE TPEBBIIIAIOUINI JecATH padoyux JHEH, JKclepTh3a KadyecTBa JIEKapCTBEHHOTO CpeACTBa U
JKCIIEPTH3a OTHOLICHMS OXXHAAEMOH IOJIb3bl K BO3MOKHOMY PHUCKY IHPUMEHEHHMs JIEKAPCTBEHHOTO
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npenapara MpoBOJSATCS B CPOK, HE IPEBBIIIAIOIINI IIECTHICCATH pabOYHX THEH.
(uactsb 3 B pen. enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

3.1. Yrparun cuny. - ®enepanbusiii 3akoH ot 30.01.2024 N 1-03.

4. YckopeHHas MpoIeaypa OdKCIEPTH3bl JICKAPCTBEHHBIX CPEICTB IMPOBOJAUTCS B TMOPSJKE,
ycTaHOBJIIECHHOM cTaTbsiMu 17, 19, 20, 23 u 24 Hactosimero ®enepaibHOr0 3aKOHA, U HE O3HAYACT
CHIDKEeHHUS TpeOoBaHU K 6€30MacHOCTH, Ka4eCTBY U 3(PPEKTUBHOCTH JICKAPCTBEHHBIX MPEapaToB.

(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

CraTtbAa 27. PewweHue o0 rocyaapCcTBEHHOW perncrpauum fieKkapcTBeHHOro npenapara

1. B cpok, He mpeBblLIAIOMUN JecsITH pabouux AHEH cO JHS MOIYyYEHHUS 3aKJIIOYEHUH KOMHUCCHUU
JKCIIEPTOB 110 pe3yJIbTaTaM HKCIIEPTU3bl KAYECTBA JIEKAPCTBEHHOI'O CPEACTBA U DKCIIEPTU3bI OTHOLIEHUS
OKUJAEMOH IOJIb3BI K BO3MOXXHOMY PUCKY IPUMEHEHUS JIEKapCTBEHHOI'O IIpenapara, COOTBETCTBYFOILUAN
YIOJIHOMOYEHHBIN (heepanbHbIii OpraH UCIIOTHUTEIHHON BIIACTH:

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

1) ocymiecTBISIET OICHKY 3aKIIOUEHHH KOMHCCHH JKCIEPTOB ISl OINPENEICHUS COOTBETCTBUS
3aJ]aHUIO Ha POBE/ICHHUE ATUX IKCIIEPTHU3;
(n. 1 B pea. @enepanpHoro 3akoHa ot 30.01.2024 N 1-P3)

2) mpUHHMMAaeT pEeLIEHHEe O TOCYJapCTBEHHOHM perucTpalnuy JEKapCTBEHHOTO Mpemnapara wid o0
0TKa3e B TOCYJJapCTBEHHOM perucTpanuy JEKapcTBEHHOT O Mpenapara;

IIpumeyanue.

[Tonoxxenus ct. 27 (B pea. @3 ot 30.01.2024 N 1-3), xacaromuecs NpeaoCTaBICHUs IOC. YCIyT MpU
oOpalleHnn JIeKapCTBEHHBIX CpPEACTB JUId MEAMLIMHCKOTO M BETEPUHAPHOTO IMPHUMEHEHHS
MOCPEACTBOM €AMHOM CUCTEMBI U (WJIM) eAMHOro nopTaia, npumMenstores ¢ 01.01.2026.

3) BHOCHT NpU NMPUHATUU PEIICHUSI O TOCYJapCTBEHHOM perucTpaiuy JIeKapcTBEHHOTO Mpemnapara
JAHHBIE O 3apPErUCTPUPOBAHHOM JICKAPCTBEHHOM IIpermapare, B TOM 4HCIe O (apMareBTUYECKON
CyOCTaHIIMM, BXOJSIIEH B COCTaB JIGKAPCTBEHHOTO TIperapara, B TOCYJapCTBEHHBIH peecTp
JIEKApPCTBEHHBIX CPEJCTB M BBIIACT 3aIBUTENIO PETUCTPAIMOHHOE YJIOCTOBEPEHHE JIEKApCTBEHHOTO
mpemapaTa MyTeM HampaBleHHUS 3asSBUTENI0 MOCPEACTBOM €IWHOTO IMOpTaja WM B JIMYHBIA KaOWHET
3asBUATENS B €AMHOM CHCTEME BBIIMCKM M3 TOCYJAPCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEJICTB,
MOANMCAHHOW YCUJICHHOHW KBaTH(PUIIMPOBAHHON JIEKTPOHHON MOMUCKHIO, (hopMa KOTOPOM yTBEPKIAAEeTCS
YIOOJIHOMOYCHHBIM q)ezlepa.anmM Oopranom HUCIIOJHUTEIHHOMN BJIaCTH, COIJIACOBAHHBIC HOPMATHBHYIO
JOKYMEHTAIMI0, HOPMATUBHBIN TOKYMEHT, HHCTPYKIUIO 110 MPUMEHEHUIO JEKapCTBEHHOIO Mpenapara u
MaKeThl IEPBUYHON YIMAKOBKHU U BTOPUYHOM (IOTpeOUTENbCKOM) YIIAKOBKH C YKa3aHHEM Ha HUX HOMeEpa
PErUCTPAlIMOHHOTO YJOCTOBEPEHUsI JIEKAPCTBEHHOI'O TMpernapaTta M JaThl €ro ToCcyAdapCTBEHHOM
perucTpallMi WM B cllydyae NPUHATHA pemeHuss o0 oOTKaze B TOCYJapCTBEHHOHN perucrpanuu
JIEKApCTBEHHOT'0 Tperapara HampapBiisieT 3asBUTENI0 IMOCPEICTBOM E€IUHOTO MOpTaja WU B JIMYHBIN
KaOWHeT 3asBUTENS B €IMHON cucTeMe yBeAOMJIeHHE 00 3TOM C yKa3aHHEeM NpUYUH Takoro oTkasza. 3a
BbIJ]a4y PETUCTPALMOHHOTO YJIOCTOBEPEHMS JIEKAPCTBEHHOTO Ipernapara B3MMAaeTcs rOCylIapCTBEHHAs
MIOIIJIMHA B COOTBETCTBUHU C 3aKOHO1aTeLCTBOM Poccutickoit @enepamnuu o Hajorax u cOopax.
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(B pen. @enepanbHbIX 3ak0HOB OT 22.12.2014 N 429-03, ot 30.01.2024 N 1-03)

2. OcHoBaHMEM JUIsl OTKa3a B IOCYJApCTBEHHOW PETUCTPALMU JIEKAPCTBEHHOIO Ipenapara ajs
MEIUIIMHCKOTO  MPUMEHEHUS  SBISETCS  3aKIIOYEHHE  COOTBETCTBYIOIIETO  YIOJIHOMOYEHHOTO
(denepanbHOro oOpraHa WCIHOTHUTEILHOW BJIACTH O TOM, 4YTO KadecTBO H (wiH) 3()QPEeKTUBHOCTH
PETUCTPUPYEMOIO JIEKAPCTBEHHOIO IMpernapaTa s MEAMIIMHCKOrO IMPUMEHEHHUS HE IOATBEPIKICHBI
MOJIYYEHHBIMU JAHHBIMU WJIM YTO PUCK MPUUYMHEHHUS Bpela 37A0POBBIO YEIOBEKAa BCJIECACTBUE IpUEMa
JIEKapCTBEHHOI'O Ipernapara s METUIIMHCKOTO NpPHUMEHEHHUs IMpeBblmaeT 3()PEeKTUBHOCTH €ro
MIPUMEHEHUS.

(dactb 2 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTOpHOE TpEACTaBICHWE B COOTBETCTBYIOIIWI YHNOJHOMOYECHHBIH (enepanbHblii OopraH
UCIIOJIHUTEJIBHOM BJIACTH JIEKAPCTBEHHOI'O IIpernapaTra, B OTHOIIEHHUM KOTOPOrO IIOJYy4YeH OTKa3 B
roCy/1apCTBEHHON PETrUCTPAallMU U KOTOPBIM BIIOCIEICTBUU MOABEPICS U3MEHEHHUIO B YAaCTH €0 COCTaBa,
paccMaTpuBaeTCsl Kak IPEACTaBICHUE HOBOTO JIEKAPCTBEHHOIO IIpernapara Ha €ro rocyAapCTBEHHYIO
pEerucTpanmio He3aBUCUMO OT COXPAHEHUS €r0 MEPBUYHOIO0 HAUMEHOBAHMSI.

(uactsb 3 B pen. enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

4. Ilpu mpenocTaBieHUM 3asABUTEIEM B COCTABE PETUCTPAIIMOHHOTO JOChE€ Ha JIEKAPCTBEHHBIN
npemnapaT Juisi BETEpUHAPHOTO MPUMEHEHUS! KOMUU PEeHIeHHs YIIOJTHOMOUYEHHOro (heaepaabHOro opraHa
WCTIOTHUTEJIPHOW BJIACTH O TMPOBEJICHWU HMHCIICKTUPOBAHUS MPOU3BOIUTENS JICKAPCTBEHHBIX CPEJICTB
CPOK TIPUHATUS pEHIeHHs O TOCYJApCTBEHHON pErucTpaluy JIEKapCTBEHHOro Ipemapara Jyis
BETEPUHAPHOTO MPUMEHEHHS MPUOCTAHABIMBACTCS CO JIHA MOJIYYCHUS 3aKJIIOUCHUM, YKa3aHHBIX B YaCTH
1 Hacrosimiei craTbd, A0 THS TPHUHITHUS YMOIHOMOYEHHBIM (heepadbHbIM OPTaHOM HCIOTHUTENBHOM
BJIACTH DEIICHUS] O BbIaue WM 00 OTKa3e B BbIJaye 3aKJIIOUECHHUS] O COOTBETCTBUU MPOWU3BOJMUTEIS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHUAM MPABIII HAJISKAIIeH MPON3BOACTBEHHON MPAKTUKU, HO HE OoJee
YeM Ha CTO BOCEMBJIECAT pabOUYnX JTHEH.

(uacth 4 BBeneHna denepanbubiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

5. OcHOBaHMEM IJisi OTKa3a B TOCYJApCTBEHHOM PErucTpalvM JIEKApCTBEHHOTO Mperapara s
BETEPUHAPHOTO TPUMEHEHHUS SBISETCS 3aKII0UYEeHHE YIOJHOMOYEHHOTo (emepanbHOr0 oOpraHa
WCTIOTHUTEIPHOW BJIACTH O TOM, 4YTO KadecTBO # (win) 3(G(EKTUBHOCTh PETUCTPUPYEMOTO
JIEKApCTBEHHOT'0 Tpernapara Juisi BETEPUHAPHOTO TNPUMEHEHUSI HE MOATBEPXKIEHbI MOJIYYEHHBIMU
JAHHBIMHU WJIM YTO PUCK MPUYMHEHUS Bpea 3I0POBbIO JKUBOTHOT'O BCJIEACTBUE MPUEMA JICKAPCTBEHHOTO
mpemapaTa Afs BETEPUHAPHOTO NPHUMEHEHHUs MpeBblaeT 3(PQGEeKTUBHOCTh €ro MPUMEHEHHS, OTKa3
YIIOJITHOMOYEHHOTO  (DelepaIbHOTO OpraHa WCIOTHUTEIPHOW BJIACTH B BBIJAYe 3aKIIOYEHUS O
COOTBETCTBUHM  MPOU3BOJAUTENsT JIEKAPCTBEHHBIX CPEACTB TpeOOBAHHSAM TPaBHI  HaJyIexalen
MPOW3BOJICTBEHHON TPAKTUKA IS KaKJIOHW TMPOW3BOJCTBEHHOW IUIOMIAJKH  PETHCTPUPYEMOTO
JIEKApCTBEHHOT'0 Ipenapara Juisi BETEPUHAPHOTO MNPUMEHEHUS B Clydae, €clid IPOU3BOJACTBO
JICKapCTBEHHOTO TIpernapara Jyisi BETEPUHAPHOTO MPUMEHEHUS OCYIIECTBIAECTCS 3a MpenesiaMu
Poccuiickoii denepannu, Ui OTCyTCTBUE TAKOTO 3aKJIFOUEHUS.

(uacTb 5 BBeneHa denepanbHbiM 3aKk0HOM 0T 04.06.2018 N 140-D3)

IIpumeyanue.
O mopsiiKe W CpoKax OIpeeNeHHs] B3aWMO3aMEHSEMOCTH JIEKapCTB JICKAPCTBEHHBIX IPENapaTos,
3apeructpupoBaHHbIX 10 01.03.2020, cMm. cT. 3 @3 o1 27.12.2019 N 475-D3.
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Cratba 27.1. B3aMmmo3ameHAieMOCTb JeKapCTBEHHbIX nMpenapatoB  AnA
MeaULUHCKOro NpuMeHeHus

(B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. B3auMo3aMeHSEMOCTh JIGKAPCTBEHHBIX IMPEMapaToB Ui MEIUIIMHCKOTO IPUMECHCHHUS
OTIPEIENICTCS YIIOJIHOMOYECHHBIM (heZiepalIbHbIM OPTaHOM HCIIOJIHUTEIIBHOW BIIACTH, OCYIIECTBIISFOIIAM
TOCY/IapCTBEHHYIO PETHCTPAIMIO JICKAPCTBEHHBIX NPENapaToB JUIS MEIUIIMHCKOTO TMPUMEHEHHS, B
paMKax OJIHOTO MEXIYHApOJHOTO HEMaTEHTOBAHHOTO (WM XHMHUYECKOTO, WJIM TPYIIHAPOBOYHOTO)
HAaUMEHOBAHMSI HA OCHOBE 3aKIIOYCHHUS KOMHUCCHH JKCIIEPTOB JKCIEPTHOTO YUPEKACHUS O
B3aMMO3aMCHSEMOCTH JICKAPCTBEHHOTO Tpernapara JUisi MEIUIIMHCKOTO MPUMEHEHHUs JH00 O TOM, 4TO
JICKapCTBCHHBIN Tperapar JUisi MeIUIIMHCKOTO MPUMEHEHHSI He SBIISICTCS B3auMo3aMeHseMbIM. [lopsiiok
OTIpEJICIICHUs] B3aUMO3aMEHSEMOCTH JICKAPCTBEHHBIX IPEIapaToB s MEIUIIMHCKOTO TPUMEHEHUS |
dbopMa 3aKITIOYCHUS KOMHCCHU D3KCIEPTOB OSKCIIEPTHOTO YUPESKICHUS O B3aUMO3aMEHSIEMOCTHU
JICKaApCTBEHHBIX MPENapaToB /I MEAUIIUHCKOTO IPUMEHEHHUS JINOO O TOM, UTO JICKAPCTBEHHBIH Mperapar
JUIST MEIWIIMHCKOTO TMPHMEHEHUS HE SIBJISICTCS B3aMMO3aMCHSEMBIM, yCTAHABIMBAIOTCS (eepaabHbIM
OpPraHOM HCIOJHHUTEIBHON BJIACTH, OCYIICCTBIIIONMM (YHKIMU TI0 BBIPAOOTKE M peau3aluu
rOCy/IapCTBEHHON TOJUTHKU ¥ HOPMATHUBHO-IIPABOBOMY PETYJIHPOBAHUIO B cepe 3apaBOOXPAHCHHS, IO
COTJIACOBAaHUIO C (pelepaibHbBIM OPraHOM HCIIOJHUTEIBHON BIJIACTH, OCYIIECTBIISIONIMM (DYHKIHH IO
JTUICH3UPOBAHUIO MTPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB.

(B pen. @exnepanbHoro 3akona ot 19.10.2023 N 503-03)

2. Komuccus SKCIEpTOB SKCIEPTHOTO YUYPEXKICHHS JaeT 3aKII0YEeHHE O B3aMMO3aMEHSIEMOCTH
JIEKapCTBEHHOTO IpenapaTa JUlsi MEJUIIMHCKOTO IPUMEHEHHUs JIM00 O TOM, UTO JIEKapCTBEHHBIN IpenapaT
IUIE  METUIIMHCKOTO TPHMEHEHHsI He SBISETCS B3aWMO3aMEHSEMBbIM, HA OCHOBAaHHH CIEYOIIUX
KpUTEpHEB (XapaKTEPUCTHUK):

1) oSkBUBaJNEHTHOCTh (MIsI OMOAHAJIOroBBIX (OMOIMOMOOHBIX) JIEKAPCTBEHHBIX IpPENapaTroB
(OmoaHamoroB) -  CONOCTaBMUMOCTb)  KadeCTBEHHBIX M  KOJHMYECTBEHHBIX  XapaKTEPUCTHUK
(apmaleBTUUECKUX CYOCTaHIIMHM WM CONOCTaBUMOCTh AaHTUIE€HHOI'O COCTaBa BakIuH. Vcmnonb3oBaHue
pa3NUYHbIX Ccojel, 3(pUpoB, KOMIUIEKCOB, H30MEPOB, KPUCTAIIMUECKUX (HOPM U JAPYTHX NPOU3BOJHBIX
OJTHOTO U TOrO K€ JEWUCTBYIOIIErO BEUIECTBA HE SBISIETCA NPENATCTBUEM ISl ONpPEEIICHUS
B3alMMO3aMEHSIEMOCTH  JIEKAPCTBEHHBIX  IIPENapaToB, €CIM INpU  TNPOBEACHUHM  HCCIEIOBaHUS
OMOPKBUBAJIEHTHOCTH  JIEKAPCTBEHHOIO0  Npernapara  WIM  HCCIEAOBAaHHA  TepaneBTUUYECKOU
9KBHMBAJIEHTHOCTH JIEKAPCTBEHHOIO Tpenapara J0Ka3aHO OTCYTCTBHE KIMHMYECKU 3HAUYMMBIX pa3Indui
dbapmakokuHeTnkn u (W) 3¢ddexTuBHOCTH W 0€30MacHOCTH JIEKAPCTBEHHOTO TMpemnapara Jijis
MEIUIIMHCKOTO IPUMEHEHMS],

2) SKBHUBAJIEHTHOCTh JieKapcTBEHHON (opmbl. [log SKBHUBaJEHTHBIMU JIEKAPCTBEHHBIMU (hOpMaMu
MMOHUMAIOTCSl pa3HbI€ JIGKAPCTBEHHBIC (OPMBI, MMEIOIINE OJWHAKOBBIE CIOCOO BBEIEHUS U CIHOCO0
MPUMEHEHUsI, O00Jafjalolie COMNOCTaBUMBIMU  (DapMaKOKMHETHUYECKUMH  XapaKTEePUCTUKAMHU U
(hapMaKoIOTHYECKUM JeHCTBHEM U 00€CTIEUHBAIOIINE TAK)KE TOCTHKEHHE HE0OX0IUMOT0 KITMHIYECKOTO
spdexra. Paznuums JgexapcTBEHHbIX (OpM HE SBISIIOTCS TMPENSTCTBHEM [UISl  ONpPEIENICHUS
B3aMMO3aMEHSIEMOCTH  JIEKAPCTBEHHBIX  MPEmapaTroB, €CIM TIpU  HPOBEACHUH  HCCIEIOBAHUSA
OHMO’KBHUBAIEHTHOCTH JICKAPCTBCHHOT'O mpemapara 201041 HUCCIICIOBAHUA TepaHeBTI/ILIeCKOI\/'I
SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Mpernapara J10Ka3aHO OTCYTCTBUE KIMHUYECKU 3HAUMMBIX pa3IMuuid
(dapmakokuHeTukn u (wim) dddexTuBHOCTH W 0€30MacHOCTH JIEKAPCTBEHHOTO TMpernapara s
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MCIUIHUHCKOI'O IPUMCHCHUSA

3) PKBHBAJIEHTHOCTh WJIHM COIMOCTaBHMOCTh COCTaBa BCIIOMOTATEBHBIX BEIIECTB JIEKAPCTBECHHOTO
mpernapara JUii  MEAMIIMHCKOTO TIPUMEHEHHWs. Pa3nuuust coctaBa BCIOMOTATEIbHBIX — BEIIECTB
JIEKapCTBCHHOTO TIperapaTa HE SIBJISIOTCS MPENSTCTBHEM JUJIs OMPEACICHUS B3aMMO3aMEHICMOCTH
JICKApCTBEHHBIX  TpEnapaToB, ©€CIM TPU  TMPOBEICHUM  HCCICIOBaHUS  OWOIKBHBAJICHTHOCTH
JIEKapCTBCHHOTO TperapaTa WM WCCIEIOBAHHUS TEPANCBTHUYECKON SKBHUBAJICHTHOCTH JICKAPCTBEHHOTO
mperapara JJOKa3aHO OTCYTCTBHE KIIMHUYECKH 3HAYUMBIX pPAa3MUuuil  (papMaKOKMHETHKH W (WJIIH)
3¢ (HEeKTHBHOCTH W O€30MACHOCTH JIEKAPCTBEHHOI'O Mperapara Juisi MEIUIIMHCKOro mnpuMeHeHwus. [Ipu
HaJUYUHU KIMHAYECKH 3HAYUMBIX pa3Inuuii papMakOKMHETHKHU U (Miu) 3 (HEKTUBHOCTH U 0€30MMacCHOCTH
JIEKapCTBCHHOTO TMpemnapara JUisi MEAWIIMHCKOTO TPUMEHEHHUs B3aUMO3aMCHSICMOCTh OIPEIesSeTCs C
yKa3aHHEM Ha MCKITIOYCHUE OT/ICIbHBIX TPYIII MAllUCHTOB;

4) UOEHTHYHOCTH CITOCO0a BBEICHUS U CIIOCO0A TPUMCHCHHS,

5) COOTBCTCTBHUC IIPOHU3BOAUTCIIA JICKAPCTBCHHOI'O CPCACTBA TpC6OBaHI/I${M IIpaBUJI HaJJIeKaen
HpOH?;BOIlCTBGHHOﬁ IMPAKTHUKHU.

3. bes H606XOI[I/IMOCTI/I JOKa3aTCJIbCTBa OMOSKBHBAJIEHTHOCTH OCYHICCTBIIACTCA OIPEACIICHUC
B3aMMO3aMCHACMOCTH BOCIIPOU3BCACHHBIX JICKAPCTBCHHBIX MPCIIAPaTOB, KOTOPHBIC!

1) mpeaHa3Ha4yeHbl [UId NApEHTEPAIBHOrO (IOJKOKHOTO, BHYTPHUMBIIIEYHOTO, BHYTPUBEHHOIO,
BHYTPUIJIA3HOTO,  BHYTPUIIOJIOCTHOTO, BHYTPUCYCTAaBHOTO, BHYTPUKOPOHAapHOI'O) BBEJIEHUS W
MIPEJCTABISAIOT cO00I BOAHbBIE PACTBOPHI;

2) mpelCTaBISIIOT COOON PacTBOPHI AJIsi NEPOPATILHOTO PUMEHEHMUS;
3) npou3sBenieHb! B OpME MOPOLIKOB UM JTUO(DUIN3ATOB [yl IPUTOTOBICHUS PACTBOPOB;
4) ABNAIOTCS ra3aMu;

5) ABAAIOTCS YIIHBIMU MJIHM TJIA3HBIMU JIEKAPCTBEHHBIMU TIpenapaTaMu, IpOU3BeACHHBIMU B (hopMme
BOJIHBIX PaCTBOPOB;

6) mpeaHa3HauyeHbl UII MECTHOTO M (WJIM) HApy>XHOTO NMPUMEHEHHsI M NPUTOTOBJIEHBI B (hopMme
BOJIHBIX PaCTBOPOB;

7) npeacTaBiA0T co0OW BOAHBIE PACTBOPHI Ui MCHOJIB30BAHUS B (POPME MHTATSIMNA C TTOMOILBIO
HeOynail3epa WM B KadyecTBE Ha3aJbHBIX CIIPEEB, MPUMEHSEMBIX C IMOMOIIBI0 CXOJIHBIX (IIOXOXKHUX,
aHAJIOTHYHBIX ) YCTPOUCTB (IpUOOPOB, anmaparos).

(uactsb 3 B pen. denepanproro 3akoHa ot 30.01.2024 N 1-D3)

4. OcoOeHHOCTH OTpeJIeNIeHUs] B3aMMO3aMEHIEMOCTH OMOJIOIMYECKHX JIeKapCTBEHHBIX MPENnaparos,
KOMOMHHPOBAaHHBIX JIEKAPCTBEHHBIX IpenapaTroB (coaep)kKalux KOMOMHAIMIO JBYX U Oosee
NEHCTBYIOIMX  BELIECTB), JIEKAPCTBEHHBIX IPEMapaToB JUIsl  IAPEHTEPAIbHOIO MNUTaHUS U
HEJO3UPOBAaHHBIX  JIEKAPCTBEHHBIX  MpEnapatoB  yCTaHaBIUBAIOTCA  (eaepaabHbIM  OpPraHoOM
WCTIOJHUTENIBHOM BJIACTH, OCYILECTBISAIOUIMM (DYHKIIUMH 1O BBIpaOOTKE M peau3ali rocy1apCTBEHHON
MOJINTUKA M HOPMAaTUBHO-IIPABOBOMY PETYJIMPOBaHUIO B cepe 3paBOOXPaHEHHUs, 110 COTIACOBAHUIO C
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(benepaabHBIM OPraHOM HCIOJHHUTEIBHOW BJIACTH, OCYIIECTBISIONIMM (YHKIUU IO JTMIECH3UPOBAHHIO
MIPOU3BO/ICTBA JICKAPCTBEHHBIX CPEJICTB.
(B pen. @enepanbHoro 3akoHa ot 19.10.2023 N 503-D3)

5. Onpe):[eneHHe B3aUMO3aMCHACMOCTH HEC OCYHICCTBIIICTCA B OTHOIICHHU JICKAPCTBCHHBIX
PaCTUTCIIBHBIX IIPEIapaToB, rOMCONIAaTHYCCKUX JICKAPCTBCHHBIX ITPEIIapaToB.

6. q)OpMI/IpOBaHI/Ie NEepeUHs B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIPCIIApaTOB AJId MCIAUIHUHCKOI'O
IMPUMEHCHUSA OCYHICCTBIIACTCS SKCIICPTHBIM YUYPCKIACHUEM IMOCPEACTBOM O6’BCI[I/IH€HI/I5[ JICKaApCTBCHHbIX
npenaparoB B OTACIBHBIC TPYIIIbI, B Ka)l([[OI;'I U3 KOTOPBIX JICKAPCTBCHHLBIC IMPCIIApaThl ABJIAIOTCA
B3aMMO3aMCHSICMbIMU.

7. B cimydae BKIIOYEHUS B HMHCTPYKLUHIO [0 MEIULMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOIO
IpernapaTa Ha OCHOBAaHMM PE3yJIbTaTOB COOTBETCTBYIOIIMX MCCIEAOBAHUN MOKA3aHUN Il IPUMEHEHUS,
KOTOPBIE OTJIMYAOTCSA OT IOKA3aHUM Ul IPUMEHEHUs JPYTHUX JIEKAPCTBEHHBIX IIPENapaToB U3 TPYIIIbI
B3aMMO3aMEHACMBIX JIEKAPCTBCHHBIX IIPENApaToB, B IIEPEYHE B3aUMO3aMEHICMBIX JIEKAPCTBEHHBIX
MPEerapaToB I MEAUIIMHCKOTO IPUMEHEHHS JOJDKHA OBITh YKa3aHa COOTBETCTBYIOIIAst HH(OPMAIIHSL.

8. IlepeyeHp B3aMMO3aMEHSEMbIX JIEKAPCTBEHHBIX IpPENapaToB ISl MEIULUHCKOIO NPUMEHEHUS
pa3MemniaeTcs yrnoJHOMOYEHHBIM (ellepalbHbBIM OPraHOM HCIOJHHUTEIBHON BIACTH, OCYHIECTBISIFOIINM
rOCYJapCTBEHHYIO0 PErMCTPALUIO JIEKApCTBEHHBIX MpenapaToB Ui MEAMLMHCKOTO IMPUMEHEHMs, Ha
cBoeM oduiuaibHoM caite B cetd "HuTepHer". MHpopmanus B IepeuHe B3anMO3aMEHSEMBIX
JIEKapCTBEHHBIX MpenapaToB A MEAMIMHCKOTO NPUMEHEHHs OOHOBIISETCS YKa3aHHBIM (enepaabHbIM
OpPraHOM HCITOJIHUTENBHON BJIACTH C YYETOM HOBBIX 3apErMCTPHUPOBAHHBIX JIEKAPCTBEHHBIX MpPENapaTroB
JUI.  MEOUIMHCKOTO TIPUMEHEHUS U BHECEHHBIX M3MEHEHMM B JIOKyMEHTBI, COJEpXKalluecs B
PETUCTPAllMOHHBIX JOCh€ Ha 3aperMCTPUPOBAHHBIE JIEKAPCTBEHHBIE Ipenaparhl A MEIUIIMHCKOTO
IIPUMEHEHHS.

9. HOprILOK HCIIOJIb30BaHUA I/IH(l)OpMaIII/II/I O B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIperaparax IJId
MEIUIIMHCKOTO TPUMEHEHHS W TOPSIOK J[aud pa3bsCHEHHH IO BOMPOCaM B3aWMO3aMEHSIEMOCTH
JICKApCTBCHHBIX IMpEmapaToB A MCAUIIMHCKOTIO NPUMCHCHHA YCTAaHABIMBAIOTCA q)ez[epaﬂbeIM OopraHomMm
UCTIOJTHUTENBHON BJIACTH, OCYIIECTBISIOMINM (YHKIMH N0 BBIPAOOTKE M Pealn3allii rocyAapCTBEHHON
MOJIUTUKU ¥ HOPMATHBHO-TIPABOBOMY PETYJIHMPOBaHHIO B cepe 3IpaBOOXpaHEHHS, IO COTJIACOBAHUIO C
(beneparbHBIM OPTaHOM HCIIOJIHUTEIBHOW BIACTH, OCYHIECTBISIOMIMM (YHKUIUH TIO JHLIEH3UPOBAHHIO
MPOM3BOJICTBA JICKAPCTBEHHBIX CPE/ICTB.

(B pen. denepanbhoro 3akona ot 19.10.2023 N 503-03)

[Ipumeuanue.

Cpoku JeiicTBUS perMCTPALMOHHBIX YOCTOBEPEHUH JIEKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO
IIPUMEHEHNs, KOTOpble ncTekatoT B 2024 1. npoaseHsl Ha 12 mecanes, a B 2025 r. - go 31.12.2025
(ITocranosnenue IIpaBurenscra PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaynmoHHoe yaoCTOBepeHMe NneKapcTBEHHOro npenapara
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IIpumeyanue.

Paspenraercs obpamienrie B PD 3aperucTpupoBaHHBIX JIEKAPCTBEHHBIX MPENapaToB, CPOK JACHCTBUS
PErHCTPALIMOHHOTO yAOCTOBEPEHHUSI KOTOPHIX MCTEK B ciydae, mpeaycMoTpeHHoM 4. 11 cr. 4 @3 ot
30.01.2024 N 1-@3.

IIpumeyanue.
C 01.01.2026 4. 1 - 3 cT. 28 HEe pPacHpPOCTPAHSAIOTCA HaA MPABOOTHOIICHHUS, BO3HUKAIOUIWME IPU
oOpalleHuy JIeKapCTBEHHBIX CPEACTB A MenuuHCKOTO ipuMeHeHus (D3 ot 30.01.2024 N 1-D3).

1. PerucrpaumoHHOE YJIOCTOBEPEHUE JIEKAPCTBEHHOI'O Ipernapara ¢ yKa3aHUEM JIEKapCTBEHHBIX
dbopM U JO3MPOBOK BBIAACTCS OECCPOYHO, 3a HCKIIOYEHHEM DPETHCTPALIMOHHOTO YIOCTOBEPEHHS
JIEKApCTBEHHOT'O IIpenapara, Bbl1aBa€MOro CO CPOKOM JIEHCTBHUS IISATH JIET, HA BIIEPBBIE PETUCTPUPYEMBIE
B Pocculickoit @enepannu JeKapCTBEHHbBIE MPenapaThl.

2. Tlo ucrteueHWW YyKa3aHHOTO B 4acTH | HacTofledl cTaThu Cpoka BbLIaeTcs OeccpodyHoe
PErUCTPallMOHHOE YJAOCTOBEPEHUE JIEKAapCTBEHHOI'O TMperapara IpPU YCIOBUHM TOATBEPKICHUS €ro
roCy/IapCTBEHHOU PETUCTPALIUU.

3. B cinydae BHeceHus B cooTBeTcTBUU cO cTaThsiMu 30 u 31 Hacrosimero denepanbHOro 3akoHa
W3MEHEHUN B COJEpKalllMeCs B PErMCTPALlMOHHOM JIOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
rpenapar JOKyMEHTBI, 3aTParuBalOIUX CBEACHUS, OTPAXEHHBIE B PETMCTPALIMOHHOM YIOCTOBEPCHUHU
JIEKApCTBEHHOT'O TperapaTa, YIMOJIHOMOUYEHHBIN (eepabHbIi OpraH MCIOJHUTEIBHON BIIACTH BBIAACT
HOBOE PErMCTPALMOHHOE YJIOCTOBEPEHME JIEKAPCTBEHHOIO IIpenapara, COAEprKallee BHECECHHBIE B HErO
U3MEHEHUS.

(uacth 3 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

IIpumeyanue.
C 01.01.2026 4. 4 ct1. 28 yrpaunBaet cuiy (O3 ot 30.01.2024 N 1-D3).

4. B ciywae yTpaTbl WM TOBPEXACHUS PErUCTPALMOHHOIO YIOCTOBEPEHUS JIEKApCTBEHHOTO
mpenapara 1o 3asBJICHUI0O B IMHCHbMEHHOW QopMe Jepkarenss WM BJaJelblla PEruCTPallMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO MperapaTa Uil yIOJIHOMOUYEHHOT'O UMH JIPYTOro FOPUAMYECKOTO JIUIA O
BBIJIa4€ JyOJIMKaTa PErHCTPAllMOHHOTO YAOCTOBEPEHUsS JIEKAPCTBEHHOTO Tperapara yHnoJIHOMOYCHHBIN
(denepanbHBIA OPTaH HCIIOTHUTEIHHON BIACTH B CPOK, HE MPEBBIMIAIONIUN JecATH pabounx JHEH co THS
MOCTYTUICHUST 3asIBJICHUS, BBIJAET JYyOJIMKAT PErHUCTPAIMOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpemapaTta. 3a Bblgady OyOnaMKaTa PEeruCTPAlMOHHOTO YIOCTOBEPEHHS JIEKApCTBEHHOTO Mperapara
B3MMAETCs rOCYIapCTBEHHAs MOILIJIMHA B COOTBETCTBUHU C 3aKOHOAATeNbCTBOM Poccuiickoit @enepannn o
Hajorax u coopax.

(uacTh 4 BBeneHa denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)
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IIpumeyanue.
C 01.01.2026 cTt. 29 He pacmpocTpaHseTcs Ha NMPABOOTHOIICHUS, BO3HHUKAIOIIME MPHU OOpaIleHUH
JIEKapCTBEHHBIX CPEACTB i1 MeauMHCcKoro npumenenus (O3 ot 30.01.2024 N 1-D3).

[Ipumeuanue.
Cpok perucrTpanuu JIEKapCTBEHHOTO Mpemnapara il BETEPUHAPHOTO MPUMEHEHHUs, UCTEKAIOIUi B
2025 rony, mposieH Ha 12 mecsnes ([Toctanosnenue [IpaButensctBa PO ot 12.03.2022 N 353).

[Tpumeuanwue.

[Tonoxxenus cr. 29 (B pea. @3 ot 30.01.2024 N 1-D3), kacarouiuecs npeaoCTaBICHUs TOC. YCIyT pU
OoOpalleHnn JIeKapCTBEHHBIX CPEACTB Ul MEAMLMHCKOTO M BETEPUHAPHOIO IMPHUMEHEHHS
IIOCPEACTBOM €IUHOW cucTteMbl U (WiIM) eAauHoro mnoprana, npumensitores ¢ 01.01.2026.
PerucrpaiimoHHble y10CTOBEPEHUs JIEKAPCTBEHHBIX IPENapaToB JUIsl MEAUIIMHCKOIO IPUMEHEHHUs, Ha
OymakHoM HocuTene u 1yonukatel ¢ 01.01.2026 He BbIIatOTCSI.

Cratba 29. [loaTBepXxaeHWe rocyAapCTBEHHOW peructTpauum neKkapcTBeHHOro
npenapara

(B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. IloaTBepkIeHHE TOCYJAPCTBEHHON PETUCTpAaLMy JICKAPCTBEHHOTO Ipernapara OCYIIECTBISAETCA
IpU BblJaue OECCPOYHOrO PErMCTPALMOHHOIO YJIOCTOBEPEHMs JEKapCTBEHHOTO Ipernapara B Ciydae,
yKa3aHHOM B 4acTu 2 cTaThu 28 Hacrosmero denepaabHOTO 3aKOHA, B CPOK, HE MPEBBIMIAOIINN COpOKa
pabouux JHEW Co JHS HalpaBJIEHUS MOCPEACTBOM €IMHOTO MopTaja B YHOJHOMOYEHHBIH (herepaibHbIi
OpraH WCIIOJIHUTEIIbHOW BIIACTH WM JUYHBIA KAaOWMHET YMOJHOMOYEHHOTO (enepanpbHOro opraHa
UCIIOJIHUTEJIBHON BJIAacTU B €IUHOM CHCTEME 3asdBJIEHUS O TOATBEPKICHUM TIOCYJapCTBEHHOU
perucTpanMy  JIEKApCTBEHHOI'O  Ipenapara, MOJAMNUCAHHOTO  YCWJIEHHON  KBalu(UIUMPOBAHHOM
NEKTPOHHOU mnoAnucho. He ocymecTBisieTcs: NMOATBEPKAEHUE TOCYIApCTBEHHOM pPETUCTPAaLlUU B
OTHOIICHHUU JICKAPCTBCHHOI'O Ipfcrapara g BETCPUHAPHOTO MNPHUMCHCHHA, HE HAXOAUBIICTOCA B
obpamennn B Poccuiickoit ®enepanum B TedeHue Tpex M Oojee JIeT, a TakkKe B OTHOIICHUU
JIEKapCTBEHHOI'O CPEACTBA, MPOU3BEIEHHOTO C HapylIeHHEM TpeOOBaHUs, YCTaHOBIEHHOIO 4acThio 3.7
cratbi 71 HacTosmero denepaqbHOTO 3aKOHA.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2. 3agBieHUE O TMOJATBEPKICHUM TOCYAApPCTBEHHOW PErucTpalyyd JEKAPCTBEHHOrO IMpernapara
HampaBlIIeTCS TOCPEACTBOM  €IMHOTO TOpTajlla B  YIOJHOMOYEHHBIM  (enepanbHBIi  Opraf
UCIOJIHUTENIBHOM  BJACTM WJIM JIMYHBIM KaOMHET yNOJIHOMOYEHHOro (QenepalibHOro  OpraHa
HCIIOJTHUTEJIBHOU BJIACTU B €IMHOM CUCTEME HE PaHEE YeM 3a CTO BOCEMBJAECAT AHEH 10 UCTEYEHUS CPOKa
JEUCTBHSI PETUCTPALMOHHOTO YJIOCTOBEPEHHMS JIEKAPCTBEHHOTO Ipernapata W HE MO3JAHEE OKOHYAHMS
CpPOKa €ro JIeMCTBHUS.

(uacts 2 B pen. denepanphoro 3akoHa ot 30.01.2024 N 1-D3)
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2.1. Yrparun cuiy. - @eaepaibibiii 3akoH oT 30.01.2024 N 1-®3.

3. IlonTBeprkaeHUE TOCYAApCTBEHHOM PErucTpaluy JISKapCTBEHHOIO IIpernapaTra OCYLIECTBIIETCS
[0 pe3yibTaTaM SKCHEPTH3bl OTHOLIEHMS OXKHIAEMOH IOJIb3bl K BO3MOYKHOMY DPHCKY NPUMEHEHUS
JICKapCTBEHHOTO Iperapara Ha OCHOBAHUHU PE3yJIbTaTOB MOHUTOPHUHTA 3(PPEKTUBHOCTH U 0€30MacHOCTH
JIEKapCTBEHHOI'0  Ipernapara, I[POBOAMMOrO JepXaTeleM WIM BIAJENbLEM PErucTparioHHOIO
yIIOCTOBEPEHHSI JICKAPCTBEHHOT'O Mpernapara JIM00 yIOJIHOMOYEHHBIM UMH FOPUANYECKUM JIULIOM, a TAaKXKe
COOTBETCTBYIOLUM YIIOJHOMOUYEHHBIM (he/iepaIbHbIM OPraHOM UCIOJHUTEIbHOM BIACTH B COOTBETCTBUM
¢ TpeboBaHUsAMHU cTaTbi 64 HacTosiero PenepabHOrO 3aKOHA.

4. K 3agBneHHI0 0 IOATBECPKACHUN FOCYI[&pCTBGHHOfI perucTpanuu JCKapCTBECHHOI'O IIperiapara Ay
MCIUIIUHCKOI'O IPUMCHCHUS IPpUJIararoTCs:

1) HOKyMEHTBI, coOAepXkallue pe3yiabTaTbl MOHUTOPUHTAa 3(PGEKTUBHOCTH U Oe30MacHOCTU
JIEKApCTBEHHOT'O0 TMpernapara Uil MEAUIIMHCKOIO TPUMEHEHHMs, TMPOBEJACHHOTO JepKaTejaeM WIN
BJIQJIENIBIIEM PETUCTPALMOHHOIO YAOCTOBEPEHMUS JIEKAPCTBEHHOIO Ipenapara sl MEIUIMHCKOIO
MPUMCHCHHST MO0 YIOJHOMOYCHHBIM WM IOPUIUYECCKUM JUIIOM, TI0 (opMe, YTBEpKICHHOM
YIOJHOMOYEHHBIM (pe/iepalibHbIM OPraHOM UCIIOJIHUTEIBLHON BIACTH;

2) cBejeHuUsl O JaTe MPENOCTABICHHUS W PETUCTPAIIMOHHOM HOMEpPE JIMIICH3MHM Ha IPOHU3BOJICTBO
JICKapCTBEHHBIX CPEACTB, WJIM CBEACHUS O JaTe€ TMPEJOCTAaBICHUS M PETUCTPALIMOHHOM HOMEpe
3aKJIIOYCHHUST O COOTBETCTBUHM IPOW3BOAMTENS JIEKAPCTBEHHBIX CPEACTB TPEeOOBAaHUSAM  IPABHII
HaJUIeXKalleld MPOU3BOJACTBEHHON NPAKTHKH, WM KONHS CepTH(UKaTa COOTBETCTBUS HPOU3BOIUTEI
JIEKApCTBEHHBIX CPEIACTB JJIS MEIUIIMHCKOTO TPUMEHEHHs TpeOOBaHUSAM TIPaBWII Ha/JIeKaIIen
MPOU3BOJICTBEHHON  MpakTHUKH  EBpasuilckoro  3KOHOMHYECKOTO  CO03a,  IPEeJOCTaBIEHHBIX
YIOJHOMOYEHHBIM (e/IepabHbBIM OPTaHOM HCIIOJIHUTEIFHON BIIACTH B OTHOIICHHWH INPOW3BOICTBEHHOMN
IUTOIIAJIKH JIEKAPCTBEHHOTO Mpenapara Jyisi MEIUILIMHCKOTO IPUMEHEHU S, TOCYJapCTBEHHAsl PETUCTpaIUs
KOTOpOTO TMOATBEP)KAAeTCs B Cilyyae, €CIM IIPOU3BOJCTBO JIEKAPCTBEHHOTO IIpermapara s
MEIULMHCKOT0 MPUMEHEeHHUs ocytecTBisieTcs B Poceuniickoit @enepanuy;

(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

3) xomus NPeAOCTaBICHHON YHNOJHOMOYEHHBIM OpPraHOM CTPaHbl MPOU3BOAWTEINS JIMLEH3UU Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOTO IpernapaTa A MEIUIUHCKOTO MPUMEHEHUS U €€ MEepPeBOJ Ha PYCCKHM
A3bIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM TIIOPSAKE, a TaKKe KONUSA 3aKIIOYEHUS O COOTBETCTBHHU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJACTB TpeOOBaHUSAM NPaBHJ HaJIeXkalled IMPOU3BOICTBEHHOM
NPAaKTUKHU, WIA KOMHMS cepTU(UKaTa COOTBETCTBUS MPOM3BOIUTENS JIEKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO TMPUMEHEHUsS TpeOOBaHUSAM TMpaBWJI HaJJIeXalled MPOM3BOACTBEHHON IPAKTUKU
EBpa3uiickoro SKOHOMHYECKOTO CO03a, BBIJIAHHBIX YIOJIHOMOYEHHBIM (elepaabHbIM OpraHOM
WCIIOJIHUTENILHOM BJIAacTH B OTHOLIEHUU MPOU3BOJCTBEHHOMN IJIOLIA/IKH JIEKAPCTBEHHOTO Mpenapara Jyis
MEIUIMHCKOTO NPUMEHEHMS, TOCYAAPCTBEHHAsI PETUCTPALUs KOTOPOTO MOATBEPKAACTCS, WM KOMMS
pelleHrs  YIOJIHOMOYEHHOro (eAepalbHOr0 OpraHa HWCIOJHUTENbHONH BIACTH O IPOBEACHHUU
(bapMarieBTHUeCKONH MHCTIEKIIMU POU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB JIIsI MEUIIMHCKOTO PUMEHEHUS
Ha COOTBETCTBUE TpeOOBaHUSM IMpaBWJI HaAJeXallell MPOU3BOJACTBEHHOW MNpakTUKH EBpasuiickoro
SKOHOMMUYECKOTO COI03a B CIIy4yae, €CJIM MPOU3BOJCTBO JIEKAPCTBEHHOrO Ipernapara Jiuisl MEAUIIMHCKOIO
MIPUMEHEHHUs OCYIIEeCTBIIsIETCs 3a npenenamu Poccniickoit denepanum.

(m. 3 B pen. @enepanbrHoro 3akoHa ot 30.01.2024 N 1-D3)
(dactp 4 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)
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4.1. B oTHOmEHNN OMOJOTMYECKUX JIEKAPCTBEHHBIX MPENaparoB JUIS MEAUIIMHCKOTO MPUMEHEHHS
3asBUTEIb JONOJHUTEIBHO IIPEICTABISACT pe3ylbTaTbl MEPONPUATHH, IPELYCMOTPEHHBIX IUIAHOM
YIPaBJICHUSI PHCKAaMH, YTBEP)KICHHBIM YIIOJIHOMOYEHHBIM (efepaTbHbIM OPraHOM HCIOJHUTEIHHOM
BJIACTH TMPH OCYIIECTBICHHH TOCYAAPCTBEHHOW PErucTpaluy JIEKapCTBEHHOTO TpenapaTra s
MEIUIIMHCKOTO IIPUMEHEHUSI.

(uactsb 4.1 BBeneHa @enepasibHbIM 3ak0HOM OT 04.06.2018 N 140-D3)

4.2. K 3asgBiaeHUI0 O MOATBEPKIACHUHN TOCYAApPCTBEHHOM PETUCTPAIlUH JEKAPCTBEHHOTO IperapaTa
JUIsl BETEPUHAPHOTO MPUMEHEHHUS MPUIIATAIOTCA JAOKYMEHTBI, COJIepiKallie pe3yJbTaThl MOHUTOPHHTA
a¢dexTuBHOCTH M 0O€30MACHOCTH JIGKQPCTBEHHOTO TIpernapara i BETEPUHAPHOTO IPUMEHEHUS,
MIPOBOJIUMOIO JIepXKaTelieM WM BJIAJACIbLIEM PEruCTPAllMOHHOTO YAOCTOBEPEHUSI JIEKAPCTBEHHOTO
mpemnapaTta Jjsi BETEPUHAPHOIO MPUMEHEHHs] JTHUOO YIOJTHOMOUYEHHBIM UM IOPUAMYECKUM JHIIOM, IO
dbopMe, YTBEpKICHHOW YIOJTHOMOYCHHBIM (enepaabHbIM OpPraHOM HCIIOTHHUTEIBHOW BJIACTH, H
JOKYMEHTBI, YKa3aHHbIE B MyHKTax 1, 2 - 2.2, mognynkrax "a", "6", "k", "n" mynkra 4 gactu 3 crateu 17
Hacrosiiiero denepanbHoro 3akoHa. B oTHOIIEHHH IMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MTPENapaToB
JUIS BETEPUHAPHOTO MPUMEHEHUS HE MPECTABIAIOTCS CBEJCHUS, YKa3aHHbIe B MOAMyHKTe "K" myHKTa 4
yacTu 3 cratbu 17 Hactosiuero deaepanbHOro 3aKkoHa. B OTHOIIEHWHU JIEKaPCTBEHHBIX MpEnapaToB s
BETEPUHAPHOTO TMPUMEHEHHMsSI, IMOJYYEHHBIX C MPUMEHEHHEM T'e€HHO-UHXEHEPHO-MOAU(PUIIMPOBAHHBIX
OpraHW3MOB WJIA COJEPXAIIMX TaKUE OPraHU3Mbl, JOMOJHHUTEIBHO TPEICTABIAIOTCS CBEICHUS,
yKa3zaHHble B myHKTe 13 yactu 3 ctatbu 17 HacTosiero denepaibHOTO 3aKOHA.
(uactb 4.2 BBeneHa PenepanbHbM 3akoHOM OT 04.06.2018 N 140-®3; B pen. PeaepanbHOro 3aKoHa OT
02.08.2019 N 297-®3)

4.3. 3agBuTenp BIpaBe IMPEACTAaBUTh C 3adBJIEHUEM O TMOATBEPKACHUHU TOCYJapCTBEHHOM
perucTpanyy JIEKapCTBEHHOI'O TIpernapara peKBHU3UTHI JIOKYMEHTa, MOATBEP)KIAIOIIEro yIaTy
TOCYJapCTBEHHON TMONUIMHBI 32 TIOATBEPXKICHHE TOCYAapCTBEHHOW PpErHCTpaluu JIEKapCTBEHHOTO
mpernapara, a TaKKe BblJaBaeMble (IPeOCTaBIIsieMble) YIOJIHOMOYEHHBIMU (efepabHBIMU OpraHaMu
WCIIOJIHUTEJIBHON BJIACTH JOKYMEHTHI (CBEIEHHs), yKa3aHHble B NMyHKTaXx 2 M 3 yactu 4 HacTosueu
cTathu. B ciryuae ux HenpencTaBleHUs YIIOJTHOMOUYEHHBIN (eiepaabHbIil OpraH UCIIOJHUTEIbHON BIACTH
3alpamrBaeT yKa3aHHBIE JOKYMEHTHI (CBEICHUS) B IMOPSIKE MEXBEIOMCTBEHHOTO WH(MOPMAIMOHHOTO
B3aUMOJICHCTBHS.

(B pen. @exnepanbHbIX 3aKOHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

5. B teuenme matu paboumx AHEW cO AHS HANpaBiCHHUs TMOCPEICTBOM €IWHOTO TMopTala B
YIIOJITHOMOYEHHBIM  (efiepalibHBIA  OpraH  WUCIOJTHUTENIBHOM  BIACTH WM  JIMYHBIA  KaOWHET
YIOJTHOMOYEHHOTO (eAepalbHOr0 OpraHa HCIOJHUTENBHON BIACTH B €AMHOW CHCTEME 3asBICHUS O
MMOATBEPXKJICHUH TOCYAAPCTBEHHOW pPETHCTpaluM JIEKapCTBEHHOIO Ipernapata W JOKYMEHTOB,
COJIEpKaIINX Pe3ylbTaThl MOHUTOPUHTA IPHEKTUBHOCTH M 0€30MacHOCTH JIEKAPCTBEHHOTO Mperapara,
MIPOBOJMMOIO JIep>KATeJIeM WM BJIAACIbIEM PErMCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O
npemnapaTta Tu00 YIMOJTHOMOUYEHHBIM UMHU FOPUINYECKUM JTUIIOM, YIIOTHOMOUYEHHBIH (heaepanbHblii Opran
WCTIOJIHUTEJILHOM BIACTHU:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) mpoBOOUT NPOBEPKY MOJHOTHI CBEAEHHH, COJEpXKAIIUXCS B TMPEJCTABICHHBIX 3asBUTEIEM
JNOKYMEHTaX;

2) IpUHUMAET pelieHUuEe O MPOBEJACHUU WM 00 OTKa3e B MPOBEACHUU DKCIEPTH3BI OTHOIICHUS
0’KMJAEMOM T0Jb3bl K BO3MOKHOMY PHUCKY INPUMEHEHHUs JIEKAPCTBEHHOI'O IMpernapara Ha OCHOBAHUU
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pe3yJIbTaTOB MOHUTOPUHIa 3()h(PEKTUBHOCTU U OE30IIACHOCTH JIEKAPCTBEHHOr'O IpenapaTa, IpOBOJIMMOI0
JepKaTeleM WIN BIIAJEIbIIEM PErHCTPAllMOHHOIO YJIOCTOBEPEHHs JICKApCTBEHHOIO IIperapara Jnoo
YIOJIHOMOYEHHBIM MU FOPUIMUYECKUM JIUIIOM, a TaKXke (eliepanbHbIM OPraHOM UCIIOJIHUTENIbHON BIACTH
B COOTBETCTBHUH C TpeOOBaHUAMHU cTaThi 64 HacTosmero denepaabHOro 3aK0Ha;

3) HampaBisieT B JMYHBIM KaOMHET 3KCHEPTHOrO YUPEKICHHUS B €AMHON CHUCTEME MOJNUCAHHOE
YCHJICHHOW KBaTU(UIIUPOBAHHOW JIIGKTPOHHON TMOANMKMCHIO 33aJaHUE Ha TMPOBEICHUE OSKCIEPTHU3HI,
MPEAYCMOTPEHHOM MYHKTOM 2 HACTOSIIEH YacTH, a TAKXKE HAIIPABJISAET 3asIBUTENIO [TOCPEICTBOM €IUHOIO
[opraja WIA B JUYHbI KaOMHET 3asBUTENss B €IUHOW CHCTEME MOJINMCAHHOE YCHJIEHHOU
KBIM(UIIUPOBAHHOMN 3JIEKTPOHHON MOANUCHIO YBEIOMIIEHUE O IMPUHATOM PELICHUH O BbIJAY€ 3aJaHUS
Ha MPOBEACHHUE YKa3aHHOW JKCHEPTU3bl JMOO 00 OTKa3e B MPOBEACHUM YKa3aHHOM HKCHEPTU3BI C
yKa3aHUEM IPUYMH OTKa3a.

(. 3 B pen. @enepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

6. B ciydae BbIIBIICHHSI HEJJOCTOBEPHOCTH U (MJIM) HEJOCTATOYHOCTU MH(POPMALIUH, COAEpIKaIencs
B IIPEJICTABICHHBIX 3asBUTEJIEM TOKYMEHTAX, YIOJHOMOUYCHHBIN (elepaiabHbIii OpraH MCIOJIHUTEIHHON
BJIACTU HAIpaBJIAET 3asABUTEIIO MOCPEACTBOM E€IMHOTO MOpTaja WIM B JUYHBIA KaOMHET 3asBUTENS B
€IMHOM CcHucCTeMe 3ampoc 00 YTOYHEHMM YKa3aHHOW MHQOpMAalUM, M[OIAINUCAHHBIN YCUJIEHHOU
KBAJIM(HUIUPOBAHHON 3JIEKTPOHHOM MOAIHUCHIO.
(uactsb 6 B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

7. 3asgBUTENb 00s3aH HAIIPABUTH MOCPEICTBOM €IMHOTO MOPTaJia B YIIOJIHOMOUYEHHBIN (henepaibHbIi
OpraH WCIIOJIHUTENFHOW BJIACTH WM JIMYHBIA KaOMHET YIOJHOMOYEHHOTO (enepaabHOro opraHa
WCIIOIHUTENBHON BJIACTH B €IMHON cHCTeMEe TOJNMUCAHHBIA YCHUJICHHONW KBaTU(UIIUPOBAHHOM
AJIEKTPOHHOW MOJIUCHI0 OTBET HAa 3allpoC YIMOJIHOMOUYEHHOTO (peepajibHOr0 OpraHa MCHOJHUTEIbHOU
BIIACTH, YKa3aHHOTO B YacCTH 6 HACTOSIIEH CTaThH, B CPOK, HE MPEBHIMIAIONINN IEBIHOCTa PabOUnX JHEH
CO JIHS TIOJy4Y€HUS! YIOJHOMOYEHHBIM (helepaabHbIM OPraHOM HCIOJHUTEIBHON BJIACTH AJIEKTPOHHOIO
YBEJOMIICHHUSI O MTOJIYYEHUU 3asIBUTENIEM TaKoTo 3anpoca. CpoK, yKa3aHHbBIN B YaCTH 5 HACTOSIIEH CTaThH,
IIPUOCTAHABIMBACTCS CO JHS HAIPAaBJICHUS 3asABUTENIO IMOCPEACTBOM €IMHOIO IOPTAJA WIM B JIMYHBIN
KaOWHET 3asBUTENS B €AMHON CHUCTEME TaKOro 3ampoca 10 JHS HalpaBJiICHUS 3asSBUTENIEM MOCPEICTBOM
€IMHOTO TOopTajia B YIOJHOMOYECHHBIM (enepaibHbId OpraH HCIOJHHUTEIBHOW BJIACTH WM JIMYHBINA
KaOMHET yMOJIHOMOYEHHOTo (he/iepalibHOro OpraHa MCHOJHUTENbHOM BIAaCTH B €IUHON CHCTEME OTBETa
Ha TakOM 3alpoCc M HE YYUTHIBACTCS IPHU HCUYUCICHHM CPOKAa IOATBEPKIACHUS TOCYAApPCTBEHHOMN
pEerucTpanny JIEKapCTBEHHOTO Mpernapara.

(uactb 7 B pen. denepanproro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHoBaHMEM Uil OTKa3a B IIPOBEJIEHUM OKCIEPTU3bl OTHOLIECHUS OXHAAEMOH MOJIB3BI K
BO3MOXHOMY PHCKY NPHUMEHEHHUsS JIEKApCTBEHHOrO Iperapara SIBISETCsS IMpeICcTaBlIeHUE TOKYMEHTOB,
COJIep KALINX Pe3yIbTaThl MOHUTOPUHTA 3(p(PEKTUBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOTO Mpenapara, u
(uM) B OTHOLIEHUM OHMOJOTMYECKHX JIEKAPCTBEHHBIX IIPENapaToB pe3yibTaTOB OCYILIECTBICHUS
MEPOIPUATHI B COOTBETCTBUM C IUIAHOM YIPABICHUS PHUCKAMH, YTBEPXKIECHHBIM YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCHOJHHUTENBHOM BJIACTU MPHU OCYLIECTBICHUU TOCYJApCTBEHHON PErucTpaluu
JIEKapCTBEHHOT'O Tpernapara, B HEMOJHOM 00beMe, OTCYTCTBHE MH(OpMAIMH, MOATBEpXkIAtonen (akT
yIUIaTbl ~ TOCYJAapCTBEHHOM  MONIIMHBI 32  IMOATBEP)KJIEHHE  TOCYJapCTBEHHOW  perucTparuu
JICKapCTBEHHOTO Tpernapara, JUOO0 HENpeICTaBICHHE 3asBUTENIEM B YCTAHOBJIEHHBIN CpPOK OTBEeTa Ha
yKa3aHHBIH B dYacTH 6 HACTOSIIEW CTaThU 3ampoc YIOJHOMOYEHHOTO (enepajbHOr0 opraHa
WCTIOJHUTENIBHOM BIIACTH, a TAK)KE OTCYTCTBUE B YKa3aHHBIX JOKYMEHTaX MH(pOpMAIMU, KOTOpas JOKHA
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OBITh B HUX OTpaKeHa.

9. DOkcmepTu3a OTHOUICHHS OXHAAeMOW TOJB3bl K BO3MOXXHOMY PHCKY HIPUMEHEHHUS
JIEKapCTBEHHOTO Mpernapara B IEJSX MOATBEP)KICHUS TOCYJapCTBEHHON PErucTpalyy JICKapCTBEHHOTO
npernapara MpOBOJUTCS KOMHUCCHEH IKCHEPTOB SKCIEPTHOTO YUPEKACHUS B CPOK, HE MPEBBIIIAOIINI
TPUALATH PAaOOUHX THEH.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

10. B cioyyae HEZOCTAaTOYHOCTH IIPEICTABICHHBIX JKCIIEPTY MATEPHANIOB Ul Ja4M 3aKIIOYCHUS B
JUYHBIA KaOMHET 3asBUTENS B €AMHOM CHCTEME HAIpaBJIsieTCs 3allpoC O MPEACTABICHUH HEOOXOAUMBIX
MaTepHaoB, MOANUCAHHBI PyKOBOAUTENEM (YHOJIHOMOYEHHBIM JIMLIOM) 3KCIEPTHOIO YUYPEXKIEHHUs C
HCIOJIb30BAaHUEM YCUJICHHON KBaJIM(ULIUPOBAHHOMN 3JIEKTPOHHOM MOANHUCH.

(uactb 10 B pen. @eaepanspHoro 3akona ot 30.01.2024 N 1-03)

11. 3asBuTenp 00s13aH HaIPaBUTh B JIMYHBIN KaOMHET 3KCIEPTHOrO YUPEKIACHUS B €UHON cucTeMe
MOJITMCAHHBIA YCHUIIEHHON KBaJIM(UIIMPOBAHHON 3JIEKTPOHHOM MOJIHUCHIO OTBET HA 3aIPOC IKCIEPTHOTO
YUpEXJIEHUS B CPOK, HE IPEBBIIIAIOIMINN IECTUAECCITH pabouuX AHEW CO JIHS MOJIYUYEHHS SKCIEPTHHIM
YUPEXKJAEHUEM 3JIEKTPOHHOI'O YBEJAOMIIEHHUS O IMOJyYeHHM 3asBUTENIEM yKa3zaHHOro 3ampoca. Bpems co
TIHSI HallpaBJICHHUS B JIMYHBIN KaOWHET 3asBHUTENS B €IMHON CHCTEME 3ampoca SKCHEPTHOTO yUPEkKIACHUS
70 JIHS HampaBJeHUs 3asBUTENEM B JIMYHBIM KaOMHET SKCHEPTHOrO YUPEXKICHHUS B €IUHOI cucreme
OTBETa Ha YKa3aHHBIN 3allpoC HE YYWUTHIBAETCS IMPU HCUYUCIECHUM CpPOKa IPOBEIEHUS SKCIEPTU3BI
OTHOILLICHMS OKUIaeMOU IOJb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHHs JIEKapCTBEHHOI'O Ipernapara Ha
OCHOBAaHMHU JOKYMEHTA, COJAEP)KAIIero pe3yJbTaThl MOHHTOPUHTA 3(P(EKTUBHOCTH M 0€301MacHOCTH
JIEKapCTBEHHOI'O IIperapara.

(uactb 11 B pen. @eaepanbHoro 3akona ot 30.01.2024 N 1-03)

12. B cpok, He NpEeBBIIAOLMN MATH pabouyux AHEH CO JHSA HAMpaBJICHHUS B JMYHBIA KaOUHET
YIIOJIHOMOYEHHOTO (heIepaIbHOTO OpraHa HCIIOJHUTENBHONW BJIACTH B €IMHON CHCTEME 3aKIIOYECHUS
KOMHCCHHU 3KCIIEPTOB IO pe3yJbTaTaM 3KCIEPTHU3bl OTHOIICHUS OXHJAEMOI MOJIb3bl K BO3MOKHOMY
PUCKY MPUMEHEHUs JIEKapCTBEHHOrO IpernapaTa, COOTBETCTBYIOIIMN YIIOJHOMOYEHHBIN (enepalbHbIil
OpraH MCIOJHUTEIbHOMN BIIACTH:

(B pen. ®exnepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) ocymIecTBIsIET OLIEHKY JTOTO 3aKIIOYEHHs AJIsi OMpeNeeHHs] €ro COOTBETCTBUSA 3aJaHHI0 Ha
MPOBEACHUE YKA3aHHOW KCIIEPTHUBHI;

2) IpUHMMAET pEUIEHHE O IOATBEPXKACHUU TOCYJIAapCTBEHHOM PpErucTpanuuu JEKapCTBEHHOIO
mpernapata Wid 00 OTKa3e B TMOJATBEPKIECHUM TOCYIAapCTBEHHONW PETUCTpallMM JIEKApCTBEHHOTO
npernapara;

3) BHOCUT TMpU TMPHUHATHH PELIEHUS O TMOATBEPKACHUU TOCYJAapCTBEHHON perucrpanuu
JIEKAPCTBEHHOI'O IIpelapara CBEIEHUsS B T'OCYJAPCTBEHHBIM pPEECTp JIEKAPCTBEHHBIX CPEACTB U BBIIACT
3asiBUTENNI0 OECCPOYHOE PErucTpaliOHHOE YJIOCTOBEPEHHE JIEKapCTBEHHOrO Mperapara IMOCpeICTBOM
HaMpaBIIEHUs] Yepe3 €IUHBIA MOpTal WX JTUYHBINH KaOWHET 3asBUTENS B €IUHOW CHUCTEME BBIMHCKH U3
TOCYJIapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEJNICTB, MOANMMCAHHOW YCWJICHHOW KBATM(PUITUPOBAHHOMN
JJIEKTPOHHOM MOATKUCHIO.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)
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13. OcHOBaHMEM ISl OTKa3a B MOJTBEPXKICHUHM TOCYJApCTBECHHON PETHUCTPAIMU JIEKAPCTBEHHOTO
mpernapara SBISETCS 3aKJIIOYEHHE COOTBETCTBYIOIIETO YHOJHOMOYEHHOTO (henepanbHOro opraHa
WCTIOJTHUTEIBHOM BJIACTH O TOM, YTO PHCK NPHUYMHECHHUS BpEAa 370POBBIO0 UYEIOBEKA WJIM YKHBOTHOTO
BCJIC/ICTBHE MIPHEMA JICKAPCTBEHHOTO TIperapara npeBbiacT 3GPeKTHBHOCTh €ro MPUMEHEHUS.

(B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B nmnepuon mpoBeneHUss MNPOLEAYpbl IOATBEPKIECHUS TOCYJIAPCTBEHHOM perucTpanuu
JIEKapCTBEHHOT 0 Ipemnaparta ero odpaienue B Poccuiickoii @enepanyivl He TPUOCTaHABIUBAETCA.

15. JomyckaeTcst oOpaileHue JIeKapCTBEHHBIX MPEnaparoB 10 WCTCUCHHUS CPOKa TOJHOCTH,
MPOU3BEJACHHBIX B TEYCHHWE CTa BOCBMHUACCATH KAJICHAAPHBIX JHEW TIOCIEe JaThl TPUHSITHS
YIOJHOMOYCHHBIM (e/iepalbHBIM OpPraHOM HCIIOJIHUTEIIPHONH BJIACTH PEIICHUS O TOITBEPKICHUH
TOCYJApPCTBCHHON pPETUCTpallMi, B COOTBETCTBHHM C WH(OpMAIUEH, coJepxkameiics B JOKyMEHTax
PETHCTPAIIMOHHOTO JIOChE Ha JICKAPCTBEHHBIN MPEenapaTt JI0 JaThl IPUHSATHS TAKOTO PEIICHHUS.

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

IIpumeyanue.
[Tonoxxenus ct. 30 (B pen. @3 ot 30.01.2024 N 1-@3), kacaromuecs NpeaoCTaBICHUS roc. YCIyTr
[IOCPEACTBOM €MHOM CUCTEMBI U (WJIM) eAMHOro nopTaia, npumMenstores ¢ 01.01.2026.

Cratbs 30. BHeceHue U3MeHeHUn B  AOKYMEHThI, copgepXxawumecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JEeKapCTBEHHbIA npenapar Aans
MeAULMHCKOro NnpuMeHeHus

1. B mensax BHeceHUS W3MEHEHUU B JOKYMEHTBI, COJEpIKAIIMeCs B PETUCTPAIMOHHOM JOChE Ha
3apETHCTPUPOBAHHBINA JICKAPCTBEHHBIH TMpermapaT JJis MEIUIIMHCKOTO TPUMEHEHUs, JepKareib WU
BIIQJIETIEl] PETHUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKApPCTBEHHOTO TMperapara WiId YIMOJHOMOYEHHOE WM
JpyToe IOPUANYECKOe JIUIO (Jajiee B HACTOSIIEH CTaThe - 3asIBUTEIb) HANPABIISET MOCPEACTBOM €TUHOTO
noprana B yHOJHOMOYEHHBIN ¢eaepanbHbIi OpraH HUCHOJHUTENHFHOW BJIACTH WM B JTUYHBIA KaOWHET
YIOJHOMOYCHHOTO ()eIepaIbHOTO OpraHa HCITOJIHUTEIBHON BIIACTH B €IMHON CHCTEME ITOAIMMCAHHOES
YCHJIEHHOW KBaJIM(DUIIMPOBAHHOMN 3JEKTPOHHOM MOJIMHUCKHIO 3asBIIEHNE O BHECEHUH TaKUX MU3MEHEHH MO
dbopMe, YCTaHOBJICHHOW YIOJTHOMOYEHHBIM (eIepaIbHBIM OpPraHOM HCIOJHUTEIBHOW BIIACTH, H
MpuJiaraeéMble K HEMY H3MEHEHUS B yKa3aHHBIE JOKYMEHTBHI, a TaKKe TOKYMEHTHI, TOJTBEPKIAIOIIIE
HEOOXOIMMOCTh BHECEHUS TAKUX N3MEHEHU.

(B pen. denepanbubix 3akoHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N 140-D3, ot 30.01.2024 N
1-®3)

1.1. Ilpu HEOOXOIUMOCTH BHECEHUS B JOKYMEHTHI, COJIEpKaIINecs B PETUCTPAIIMOHHOM JOChE Ha
3apEerUCTPUPOBAHHBIA  JIGKAPCTBEHHBIM TMpenapar Mg MEIUIHMHCKOrO MNPUMEHEHUs, HW3MEHEHUU
OTHOCUTEIIBHO MECTa IMPOU3BOJACTBA JIEKAPCTBEHHOrO Npenapara ISl MEAULUMHCKOIO IPUMEHEHUS,
Tpe6y}onmx HpOBeI[eHI/ISI 3KCHepTI/13BI KadyeCTBa J'IeKapCTBeHHHX CpeHCTB, 3asIBUTCIIb HOIIOJIHHUTCIIBHO
HaMpaBJeT MOCPEICTBOM €IUHOTO MOpTaia B YIIOTHOMOUYEHHBIH (heepanbHblii OpraH UCTOTHUTEIHHOM
BJIAaCTU WIIN J'II/I‘—IHI)II\/'I Ka6I/IHeT ynOHHOMOquHOFO q)eglepa.m,Horo opraHa I/ICHOJ’IHI/ITGJ'IBHOI\/'I BJIaCTU B
eIUHOI CHCTEME:

1) CBCIACHUA O AaTC€ MPEAOCTABJIICHHUA W PECTUCTPAIHMOHHOM HOMEPEC JIMICH3WMM Ha MPOU3BOACTBO
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JIEKAPCTBEHHBIX CPEJCTB, @ TAKKE KOIUIO 3aKIOYEHUS O COOTBETCTBUU IPOU3BOAUTEIIS JIEKAPCTBEHHBIX
CPEICTB Il MEAHWIIMHCKOTO TMPUMEHEHHsS TPeOOBaHUSAM MPAaBHII HaJJIeXkKAlleld MPOU3BOJICTBEHHOM
MPAKTUKW, WM KOMHIO cepTU(UKAaTa COOTBETCTBHS MPOU3BOAUTENSI JIEKAPCTBEHHBIX CPENICTB JUIA
MEJIUIUHCKOTO TPUMEHEHHS TpeOOBaHUAM TMPaBUJ HAJUISKaAIIEH NPOU3BOACTBEHHOM MPAKTHKU
EBpa3uiickoro 3KOHOMHYECKOI'O COI03a, BBIJAHHBIX YIOJIHOMOUYEHHBIM (heaepaabHbIM  OpraHOM
WCIIOJTHUTEIbHOM BJIACTH B OTHOIICHHMM W3MEHEHHOM H (WJIM) JOMOJHEHHON MPOU3BOJICTBEHHOM
IJIOIIAJKU JIEKQpCTBEHHOIO Mperapara Uil MEAMIMHCKOIO IPUMEHEHHUs, WU KOIHUI0 pEelIeHUus
YIIOJIHOMOYEHHOTO (peIepaIbHOr0 OpraHa MCIOJHUTEIBHON BIACTH O MPOBEIACHUU (apMarieBTUYECKOH
MHCIIEKIIMU TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB JJII MEIULMHCKOTrO MPUMEHEHUS Ha COOTBETCTBUE
TpeOOBaHUSAM TMpaBHJ HAJUICKAIIEH MPOU3BOJACTBEHHON MNpakTHKH EBPa3wiickoro SKOHOMHYECKOTO
CO03a B OTHOUICHUH U3MEHEHHON U (WJIN) AOMOJHEHHOM MPOU3BOICTBEHHOM MIIOMIAKU JIEKAPCTBEHHOTO
rpenapara JJil MEAMIIMHCKOIO IPUMEHEHMS B CIllydae, €CJIM IPOU3BOJICTBO JIEKAPCTBEHHOI'O IIpernapara
ocyuecTisiercs B Poccuiickoit @enepanny;

2) KOIHUIO TMPEIOCTABICHHONW YIOJIHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOJUTENS JIUIICH3UU Ha
MIPOU3BOJICTBO JIEKAPCTBEHHOTO Mperapara A MEIUIIMHCKOTO MPUMEHEHUS U €€ MEePEeBOJ Ha PYCCKUIA
SI3bIK, 3aBEPECHHBIC B YCTAHOBJICHHOM TMOPSAKE, a TaKXKe KOMHUIO 3aKIIOYEHUsS O COOTBETCTBUH
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJACTB TpeOOBaHUSAM NPaBHJ HaJUIekKalled MPOU3BOICTBEHHOM
MPAKTUKU, WA KOMHIO CEepTHU(UKATA COOTBETCTBHUS TIPOM3BOJMTENS JICKAPCTBECHHBIX CPEJACTB IS
MEIUIIMHCKOTO TPUMEHEHUS TpeOOBaHMUSAM TMpaBWJI HaJJIeXalled MPOM3BOACTBEHHON IMPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOTO COI033, BBIIAHHBIX YIIOJHOMOYEHHBIM (heepabHbIM  OpraHOM
WCIIOJIHUTENIBHON BIACTH B OTHOIICHWHM W3MEHEHHOW M (WJIM) JIOMOJHEHHOW MPOU3BOICTBEHHOM
TUIONIA/IKH JISKAPCTBECHHOTO TIperiapara, WId KOMHUIO PEHICHHS YIOJIHOMOYCHHOTO (eepabHOTO OpraHa
WCIIOJTHUTENBHOM BJIACTH O MpOBeIeHUHU (hapMalleBTUUECKON HMHCIEKIIMH MPOU3BOJICTBA JEKAPCTBEHHBIX
CPEeICTB Ui MEIUIIMHCKOTO TPUMEHEHHS Ha COOTBETCTBHE TpeOOBAHUSM TMPABHII HaJJIeKaIen
MIPOU3BOJICTBEHHON MNpPaKTUKU EBpa3uiicKOro 3KOHOMHMYECKOTO COK3a B Clydae, €ClIM IpPOU3BOJICTBO
JIEKapCTBEHHOTO TIpernapara OCylIeCTBIAETCS 3a npenenamu Poccuiickon @enepanum.

(uactsp 1.1 B pea. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1.2. IIpu HeoOXOAMMOCTH BHECEHHUS B JJOKYMEHTHI, COJAEPKAIMECS B PETUCTPAIIMOHHOM JOChe Ha
3apETUCTPUPOBAHHBINA  JICKAPCTBEHHBIM IIpernapar i MEOULUMHCKOIO IPUMEHEHUs, W3MEHEHUU
OTHOCUTENIbHO MOKa3aTelel KayecTBa JIEKAPCTBEHHOrO Mpernapara uisi MEAUIUHCKOTO MPUMEHEHUS U
(umu) MEeTONIOB KOHTPOJS KauecTBa JIEKapCTBEHHOIO Tpernapara Aias METUIIMHCKOTO MPUMEHEHUS,
Tp€6YIOHII/IX HpOBeIleHI/ISI BKCHepTI/ISBI KadyeCTBa J'[eKapCTBeHHBIX CpC)lCTB, 3asIBUTECIIb HOIIOJIHHUTCIIBHO
HaMpaBJeT MOCPEICTBOM €IMHOTO MopTajia B YIOTHOMOUYEHHBIH (heepanbHblii OpraH UCIOTHUTEIHLHOM
BJIAaCTU HWIIN J'II/I‘—IHI)II\/'I Ka6I/IHeT ynOHHOMOquHOFO q)ellepaJH)HOFO opraHa I/ICHOJ’IHI/ITGJ'IBHOI\/'I BJIaCTU B
eIUHOI CUCTEME:

1) CBCIACHHUA O HOaTe Hpe)IOCTaBJ'IeHI/ISI 158 peFHCTpaHI/IOHHOM HOMepe JIMIICH3UU Ha HpOI/ISBOJICTBO
JICKapCTBEHHBIX CPEACTB WJIM CBEICHUS O Jare IMPEJOCTaBICHUS M PETUCTPAMOHHOM HOMEpPE
3AKJIFOUCHUA O COOTBCTCTBUHU HpOI/ISBOJII/ITeJ'ISI J'IeKapCTBeHHI)IX CpG}ICTB Tpe6OBaHI/I$IM HpaBI/IJ'I
HaJJIeXxaleld MPOU3BOJCTBEHHOW MPAKTUKU WM KOMHIO CepTU(UKATa COOTBETCTBUS MPOU3BOIUTEINS
J'[eKapCTBeHHHX Cpe)ICTB gt MEOUIIMHCKOT'O HpI/IMeHeHI/ISI Tpe6OBaHI/I${M HpaBI/IJ'I Ha)memameﬁ
MIPOU3BOJICTBEHHON MpakTUKU EBpa3zuiickoro SKOHOMHYECKOTO COI03a, BBIIAHHBIX (MIPEIOCTABICHHBIX)
ynOJ’IHOMOquHBIM (be)]epa.anmM OpFaHOM I/ICHOJ’IHI/ITCJ'IBHOﬁ BJIAaCTU B OTHOIIICHHUU HpOHSBOJICTBeHHOP'I
IUIONIAJKA JIEKAPCTBEHHOT'O IIperapara, B Ciydae, €CJIM IPOU3BOJCTBO JIEKAPCTBEHHOTO IIperapara
ocymectsisiercs B Poccuiickoit denepanmy;
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2) KOMMIO MPEJOCTABICHHON YMOJHOMOYEHHBIM OpPraHOM CTpaHbl MPOW3BOAMTENS JHUIECH3UU Ha
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O IIperapara Uil MEIULIMHCKOrO IPUMEHEHUS U €€ IEepEeBOJ Ha PYCCKUU
SI3bIK, 3aBEPEHHBIC B YCTAaHOBJICHHOM IIOPSAKE, a TaKK€ CBEAEHUsA O JaTe MpPeJOCTaBICHUS H
PErMCTPallMOHHOM HOMEpPE 3aKJIIOYEHUs O COOTBETCTBUM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSM TMpaBWJI HAJUIeKaIIed MPOU3BOJCTBEHHOM MpPAaKTHKH, WJIK KOIHUIO cepTH(HUKaTa
COOTBETCTBUS MIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKOTO MPUMEHEHHS TpeOOBaHHIM
MpaBUJI HAJUIEKAIEH MPOU3BOJCTBEHHON NMPAKTHKU EBpPa3suilcKOro 3KOHOMHUYECKOI'O COK03a, BBIJAHHBIX
YIIOJIHOMOYEHHBIM (pe/iepalbHbIM OPraHOM HMCIIOJHHUTEIBHON BJIACTH B OTHOILICHWH NPOW3BOACTBEHHOMN
IJIOIIAKH JIEKAPCTBEHHOI'O Ipenapara, Wi CBEACHUS O JaTe MPEJOCTABICHUS M PErMCTPALlMOHHOM
HOMEpE pELICHUs YIOJIHOMOUYEHHOTO (elepalbHOr0 OpraHa HCIOJHUTENBHOW BIIACTH O MPOBEACHUU
(bapmalleBTHUECKOI HHCTIEKIIUH MPOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB JIJISI MEAUIIMHCKOTO IPUMEHEHHUS
Ha COOTBETCTBHE TPEOOBaHMSM TMPAaBHJ HAJIEKaIIeH MPOU3BOACTBEHHONW NpakTuku EBpasmiickoro
SKOHOMHUYECKOI'O COI03a, €CJIM MPOU3BOJCTBO JIEKAPCTBEHHOI'0 IIpenapara OCyIECTBISETCA 3a IpeieaMu
Poccuiickoit @enepanuu.

(uactb 1.2 B pea. @exnepanbaoro 3akona ot 30.01.2024 N 1-03)

1.3. TlpuHsaTHe pemieHuss O BHECCHUM HM3MEHEHWH WM 00 OTKa3e BO BHECCHHHM H3MCHCHUH B
JOKYMEHTBI, COJEp)Kallhecss B PETUCTPALIMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIA JIEKApCTBEHHBIN
npenapar sl MEAUIIMHCKOIO IPUMEHEHHUS], B ClTyyae HEOOXOMMOCTH IPOBECHUS SKCIIEPTU3bl KauecTBa
JIEKapCTBEHHBIX CPEACTB U (WJIM) 3KCIEPTHU3bl OTHOLIEHUS OKUAAEMOW IOJb3bl K BO3MOXKHOMY PHCKY
IIPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara Juisi MEAULIMHCKOIO MPUMEHEHHSI OCYILIECTBISETCSI B CPOK, HE
IIPEBBILAIOIINN TATUACCATH pab0UYMUX THEH, a B OCTAJIbHBIX CIIy4asX B CPOK, HE MPEBBIIAIONINN JecaTH
pabouux AHEW CO JHS HANpaBJICHUS MOCPEACTBOM €IMHOTO MOpTaja B YIOJIHOMOYECHHBIH (heaepanbHbIi
OpraH HCIOJHUTENbHOW BJIACTH MM JIMYHBIA KaOMHET YIOJHOMOYEHHOro (¢enepaabHOro opraHa
WCIIOJIHUTEJILHOM BJIACTH B €IMHOM CHCTEME 3asBJIEHUSI O BHECEHUHU TaKUX U3MEHEHUH.

(uactp 1.3 BBeneHa PenepanbHbiM 3ak0oHOM 0T 04.06.2018 N 140-D3; B pen. denepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

1.4. YnomHoMmo4yeHHBIN (enepanbHblii OpraH HCIOJHUTENBHON BIIACTH C YYETOM pEe3yJbTaTOB
(hapMakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJCTB, HAXOISAIIMXCS B TPaXIAHCKOM
000pOTe, YCTAaHOBJICHHBIM TpPeOOBAHHSIM K MX KadecTBY B TEUEHHE JAECATH pabOyux JHEU cOo IHSA
MOCTYIUICHUSI COOTBETCTBYIOIIEH HHGOPMAIMK pa3MeniaeT Ha CBOEeM O(HIIMAIBHOM CaliTe B CETH
"UnTepHer" cBeneHUS O HEOOXOIWMOCTH BHECEHHS] B MHCTPYKIMIO MO MEIUIIMHCKOMY MPUMEHEHHIO
JIEKApCTBEHHOT'O TperapaTta M3MEHEHUW B OTHOIICHHHM CBEIACHUN O TOKAa3aHWIX Uil TMPUMEHEHUS U
MIPOTUBOMOKA3aHUAX UIS TPUMEHEHHUS JIEKapCTBEHHOTO Mpenapara, BhISIBICHHBIX MOOOYHBIX J1EHCTBUSAX,
HEXEJIATeIIbHBIX PEAKIUAX MPH MPUMEHEHHH JIEKQpCTBEHHOTO TperapaTa W HampaBiseT MOIMUCAHHOE
YCHJIEHHOW KBATH(DHUIIMPOBAHHOMN AJIEKTPOHHON MOIIMUCHIO YBEAOMIICHHE B JIMYHBIN KAOWMHET 3asiBUTENS B
eIMHON CHCTEME, a TakKe B JIMYHbIe KaOWHETHI 3asBUTENCH B €IUHOW CHCTEME, SIBIISIOIIMXCS
JepKaTeNsIMA WM BIAQJAENbLIAMH  PETUCTPALMOHHBIX  YJOCTOBEPEHHUM  B3aMMO3aMEHSIEMBIX
JIEKApCTBEHHBIX MPEMapaToB (WM YIIOJTHOMOYCHHBIX UMU APYTHX IOPUTAUECKUX JIHI).

(uactp 1.4 BBegena denepanbHbIM 3akoHOM OT 27.12.2019 N 475-03; B pen. @eaepanbHOro 3aKkoHa OT
30.01.2024 N 1-®3)

1.5. Jlepkarenb WM Biazaesel] PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Mpernapara, a
TaK)Xe JIep’KaTeNH WIN BIIAJENblbl PETUCTPALIMOHHBIX yI0CTOBEPEHUI JI€KapCTBEHHBIX MPEnaparoB (WK
YIOJIHOMOYEHHBIE UMH JIPYTHE IOPUANYECKHE JIHIIA), KOTOPBIE SBISIOTCS B3aUMO3aMEHAEMBIMH, 00sI3aHbI
HampaBUTh B JMYHBIA KaOWHET YIMOJIHOMOUYEHHOro (enepaJbHOr0 OpraHa HCIOJIHUTEIbLHOW BJIAcTH
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MOJNKCAHHBIE YCUJIEHHBIMU KBAIU(DUIIMPOBAHHBIMU JIEKTPOHHBIMH MOAMUCIMHU 3asIBICHUS O BHECEHUU
N3MEHEHUH B AOKYMCHTBI, COJACpKAIIUCCA B PErUCTPpAaMOHHBIX JOChEC Ha 3apCruCTpUPOBAHHBIC
JIEKAPCTBEHHBIEC MPENapaThl UIsi MEIULHUHCKOTO IPUMEHEHHUs, B OTHOLICHHHM CBEJICHUW, YKa3aHHBIX B
MHCTPYKLHU IO MEJUIIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHBIX IIPENapaToB, B TEUEHUE COpOKa pabouymx
THEH €O JHS TMOJy4YeHHs] YIOJHOMOYEHHBIM (enepaabHbIM OpPraHOM HCIHOJHUTENIBHOM BIACTH
JJICKTPOHHOI'O  YBEIOMJICHUS O IIOJy4EHMM JEpXKaTeleM WIH BIAJEIbLEM PErMCTPALlMOHHOIO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO TMpenapara (UiId YIOJIHOMOUYEHHBIM UM JAPYTUM IOPUAUYECKUM JIUILIOM)
nH(popmanuy, ykasanHoi B 4actu 1.4 Hactosmeit crateu. JlaHHOe TpeOboBaHUE HE paclpOCTpaHIeTCs Ha
Cllyyal BHECEHHUS B HMHCTPYKLUHUIO [0 MEIUUUMHCKOMY IPUMEHEHHUIO JIEKApCTBEHHOrO Mperapara
M3MEHEHHUH B OTHOIIICHUH HOBBIX ITOKa3aHUM AJI IIPUMCHCHUA JICKAPCTBCHHOT'O IIPLCIiapaTa Ha OCHOBAHHUN
PEe3yabTaTOB COOTBETCTBYIOIIMX UCCIEAOBAHUM.

(uactb 1.5 BBenena @enepasbHbIM 3aKk0HOM OT 27.12.2019 N 475-®3; B pen. PeaepanbHOro 3aKoHa OT
30.01.2024 N 1-®3)

2. Pemenne o mpoBENEHUM 3KCIEPTU3bl KAUeCTBA JIEKAPCTBEHHBIX CPEACTB U (WIJIM) IKCHEPTU3BI
OTHOIICHHS O’KUIAaeMOIl MOJIb3bI K BO3MOXKHOMY PHCKY NPUMEHEHHsS JIEKapCTBEHHOIO Mpernapara s
MCIUIIUHCKOI'0O IIPHUMCHCHUA MNPHUHHUMACTCA B COOTBECTCTBUU C YTBep)I(I[CHHOﬁ YHOJIHOMOYCHHBIM
(denepasbHBIM  OPraHOM HCIIOJIHUTEIBHOW BIACTH KIacCU(pHUKAlNUed W3MEHEHHH, BHOCHMBIX B
JOKYMEHTBI, COIEp)KalHecss B PETUCTPAIIMOHHOM J0ChE€ Ha 3aperHCTPUPOBAHHBIA JICKAPCTBEHHBIN
npenapar.

(uactsb 2 B pen. enepanproro 3akoHa ot 30.01.2024 N 1-D3)

3. 3asBUTENb BIpaBEe NPEACTABUTh IO COOCTBEHHON MHMLIMATHBE BMECTE C 3asBJICHUEM O BHECEHUU
W3MEHEHUH B JIOKYMEHTBI, COJEp)KALUEeCcs B PErHCTPAllMOHHOM JOChE€ Ha 3aperucTpUpOBaHHBIN
JIEKapCTBEHHBIN IIpenapaT A MEJUIMHCKOTO IIPUMEHEHUS, PEKBU3UTHI TIOKYMEHTOB, ITOATBEPKIAIOIINX
yIUIaTy TOCYJApCTBEHHOM NOLUIMHBI 32 BHECEHUE B JOKYMEHTHI, COJAEp Kallluecsi B PErHCTPALlMOHHOM
JI0ChE€ Ha 3apETrMCTPUPOBAHHBIN JIEKApCTBEHHBIHN Mpenapar 1y MEAULMHCKOTO IPUMEHEHUS, U3MEHEHU,
TpeOyIOUIMX TMPOBEACHUS DSKCHEPTU3bl JIEKAPCTBEHHBIX CPEJCTB B YaCTH SKCIEPTH3bl KadecTBa
JIEKapCTBEHHOT'O CPEeACTBA U (MJIM) SKCHEPTU3bl OTHOIICHUS OXKUJIaeMON MOJIb3bl K BO3MOXXHOMY PHUCKY
MIPUMEHEHHUS JIEKapCTBEHHOT0 Mpenapara il MEIUIUHCKOTO PUMEHEHMSI, TOCYITapPCTBEHHOMN MOIUINHBI
3a BHECEHUE B JOKYMEHTBI, COJEpKAaIIMECsi B PErMCTPALMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIN
JIEKapCTBEHHBIN Tpenapar s MEAMIMHCKOrO MPUMEHEHMs, U3MEHEHUH, He TPeOYIOINX MpPOBEACHUS
HKCHEPTHU3bI JIEKAPCTBEHHOI'O CPEJICTBA, a TAK)KE BblaBaeMble (IPEOCTaBIIIEMbIE) YIIOJIHOMOYEHHBIMU
(benepanbHBIMU OpraHaMU MCIOJHUTEIBHOMN BJIACTU JOKYMEHTHI (CBEIEHHUS), YKa3aHHbIE B yacTix 1.1 u
1.2 Hactosmed crateu. B cioywae ux HempencTaBieHMs YIOJIHOMOYEHHBIH (enepanbHbIi OpraH
WCIOJIHUTENIBHOM ~ BJIACTH  3alpalllvBaeT  yKa3aHHbIE  JIOKyYMEHTbl  (CBEAECHHS) B  MOPAJKE
MEXBEJJOMCTBEHHOT'O MH()OPMAITMOHHOTO B3aUMOJICHCTBHUSI.

(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N 1-D3)

4. B Teuenue mATH pabouux JHEW cO JAHS MOCTYIJICHHUS yKa3aHHOTO B YacTH | HacTosmied cTaThbu
3asBJICHUS U HEOOXOIUMBIX JOKYMEHTOB YIIOJIHOMOYEHHBIH (peepanbHblii OpraH HCHOJHUTEIbHOM
BJIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) MMPOBOAUT MPOBCPKY MOJIHOTHI 1 JOCTOBECPHOCTU CBCﬂCHHﬁ, COACPpKAIINXCA B MMPEACTABIICHHBIX
3aABUTCIIEM MaTCpUaiax;

2) MNPUHUMACT PCIICHUC O NIPOBCACHUN YKA3dHHBIX B 4aCTU 2 HaCTOsIEH CTaThbU COOTBCTCTBYIOIHUX
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OKCIICPTHU3 JICKAPCTBCHHOT'O CPCACTBA UJIN 00 OoTKa3e B UX IIPOBCACHUMU,

3) HampaBiseT B IJIMYHBIA KaOWHET 3asBUTENs B €IWHOW CHCTEME IOANMMCAHHOE YCHUICHHOU
KBAIM(UIIUPOBAHHON 3JIEKTPOHHOM MOANUCHIO YBEAOMJIEHHE O MPHHITOM pEHIeHHH WIM B Clydae
NPUHATUS peIIeHust 00 OTKa3e B MPOBEIEHHH COOTBETCTBYIOIICH SKCIEPTH3bI C YKa3aHWEM INPHUYUH
TaKoro OTKa3a.

(B pen. @exnepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

4.1. B ciy4ae BBIABICHUS HEIOCTOBEPHOCTU CBEACHHUM, COIEP)KAIUXCA B IPEACTABICHHBIX
3asBUTEJIEM MaTepHajax, yoJHOMOUYCHHBIH (peaepanbHblii OpraH UCTIOIHUTEILHON BJIACTH HATIPABIIAET B
JUYHBIA KaOWHET 3asBUTENIA B €JUHOM CHUCTeMe 3ampoc 00 YTOYHEHUM YKa3aHHBIX CBEICHHH,
MOJITMCAHHBIA YCUIICHHOW KBaTH(PUIIMPOBAHHOHN 3JIEKTPOHHOM MOAMHUCHIO.

(uactsb 4.1 B pea. @exnepanbHoro 3akona ot 30.01.2024 N 1-03)

4.2. 3asBuTenb 0053aH HANPABUTh B JIMYHBIA KaOWHET YIOJIHOMOYEHHOTro (helepaabHOro opraHa
WCIIOJIHUTENBHON BJIACTU B €AMHOM cHCTeMEe TOJIUCAHHBIA YCHUJICHHONW KBaTU(UIIUPOBAHHOM
AJIEKTPOHHOW TOAMHKCHI0 OTBET HA 3aIpPOC YIOJIHOMOYEHHOTO (heAepalbHOTO OpraHa HMCIOJHUTEIHHON
BJIACTH B CPOK, HE TMPEBBIIIAIONIMN JIeBIHOCTa pabouMx IHEH cO THS MOJTY4YEHHs YHOJHOMOYEHHBIM
(benepambHBIM OPTaHOM HCIIOJHUTEIHHOM BIIACTH JEKTPOHHOTO YBEJOMIICHHUS O MOIYYCHUH 3asBUTEIIEM
nanHoro 3ampoca. Cpok, yKa3aHHbI B 4YacTH 4 HACTOSAUIEH CTaThbU, MPUOCTAHABIUBACTCS CO JHA
HalpaBJICHUsT B JIMYHBIM KaOMHET 3asBUTENI B €QUMHOW CHUCTEME 3ampoca YIOJIHOMOYEHHOTO
denepanbHOro oOpraHa MCHOJHUTENBHOM BIACTH JO JHS HAmNpaBleHUS B JIMYHBIA KaOWHET
YIOJHOMOYCHHOTO (heJIepaTbHOTO OpraHa UCIIOJIHUTEIPHON BIACTH B €IMHON CHCTEME OTBETA HA JIAHHBIN
3aMpoc M HE YYUTHIBACTCA MPU HCUYHUCICHUU CPOKA TMPUHSATUS PEIICHUS O BHECEHWU W3MEHEHUN B
JIOKYMEHTBI, COJIepKalllecsl B PETUCTPALlMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIN
mpemnapaTt s MeIUIUHCKOTO TPUMEHEHHS.

(uactsb 4.2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHOBaHMEM /JI OTKa3a B MPOBEACHUM YKa3aHHBIX B YaCTH 2 HACTOAILIEH CTAaTbU SKCHEPTU3
SIBJISIETCS TIPEJICTABIIEHNE IOKYMEHTOB, TIEPEUNCIECHHBIX B YacTsaX | W 3 HACTOsIIIEH CTaThU, B HETIOJTHOM
o0BbeMe, HETpeACTaBICHUE 3asBUTEIEM B YCTAHOBJICHHBIN CPOK OTBETa Ha yKa3aHHbIH B uacTu 4.1
HACTOAIIEH CTaThU 3alpoC YIOJTHOMOUYEHHOTO (elepalbHOr0 OpraHa UCHOJIHUTEIbHOM BJIACTH, a TaKXkKe
OTCYTCTBHE€ B  MPEACTABIEHHBIX  JOKYMEHTAaX  JOCTAaTOYHBIX  CBEACHUM, IOATBEPKIAAIOLIMX
HEOOXOIMMOCTh BHECEHUS] M3MEHEHUM, UM OTCYTCTBHE MH(POPMAIINH, MTOATBEPKAAIOIICH (HaKT yIiaThl
roCyJapCTBEHHBIX MOIUINH, YKa3aHHBIX B YaCTH 3 HACTOSIIEH CTaThH.

(B pen. @enepanbHbix 3akoHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-D3)

6. YKa3zaHHbIE B YaCTH 2 HACTOSIIEH CTATbU SKCIEPTU3bI MPOBOJATCA B MOPAJIKE, YCTAHOBIECHHOM
cratbeil 23 Hacrosero deaepaibHOro 3aKOHa.

7. B cpok, He MpeBbIMAMUN TATH pabounx JHEW CO JHsS HAIMpaBJICHUS MOCPEACTBOM E€IHHOTO
moprajia B YIMOJHOMOYECHHBIM (eepaibHbIi OpraH HWCIOTHUTEIBHOW BIACTH WM JIMYHBIA KaOWHET
YIOJTHOMOYEHHOTO (heepaabHOr0 OpraHa MCHOJHUTENBHON BIACTH B €IMHON CUCTEME IMOIIMMCAHHBIX
YCUJICHHBIMH KBaTU()UIIMPOBAHHBIMHU JIEKTPOHHBIMH MOMUCIMH 3aKITIOUYEHU KOMHUCCHN HKCIIEPTOB TIO
pe3ynbTaTaM YKa3aHHBIX B YacTH 2 HACTOSIICH CTaThbH SKCIEPTH3, YMOJHOMOYCHHBIN (eaeparbHbIi
OpraH UCIOJHUTEILHON BIIACTH:

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, o1 30.01.2024 N 1-D3)
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1) npuHUMaeT perieHne 0 BHECEHUU U3MEHEHUH B JOKYMEHTBI, COIEPIKAIINECs B PETUCTPALMOHHOM
J0ChE Ha 3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar Jjis MEAMLIUWHCKOTO NPUMEHEHHUs, WiIh 00
OTKa3€¢ BO BHECEHUU TaKUX U3MCHECHUN;

2) BHOCUT B TOCYJIapCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEACTB HA OCHOBAHUU PELICHUS O
BHECEHHMM W3MCHEHHWH B  JOKYMEHTHI, COJep)Kaliuecs B  PETHCTPAllMOHHOM  JOChe  Ha
3apErHCTPUPOBAHHBIA JICKAPCTBEHHBIM TMpemapar s MEIUIMHCKOTO MPUMEHEHUS, HEO0OXO0IUMBbIC
N3MCHEHUS,

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3) BbLIAET 3asABUTENII0 HOBOE PErMCTPALMOHHOE YAOCTOBEPEHHE JIEKapCTBEHHOIO IIpernapara B
cj1ydyac M3MCHCHUA CBGIIGHI/Iﬁ, CoACpKalIuXCA B HEM, IMYTCM HaAIIPABJIICHHUA 3aABUTCIIO IMOCPCIACTBOM
€IMHOTO TOpTaja WK B JIMYHBIN KaOMHET 3asiBUTENS B €AMHON CUCTEME BBIITUCKU U3 TOCYAAPCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CpEACTB, TIOANMCAHHON YCHJICHHOW KBaTM(UIIMPOBAHHOW 3JIEKTPOHHOU
IIOJIUCHIO.

(n. 3 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepasbHOro 3akoHa OT
30.01.2024 N 1-®3)

8. OcHoBaHumeM /g OTKa3a BO BHECEHHM HW3MEHEHUW B JIOKYMEHTBI, COJCpKaluecs B
PErUCTPAallMOHHOM [JOCh€ Ha 3apEeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Mpemnapar sl MEIULUHCKOTO
MIPUMCHCHHUSI, SBIISCTCS 3aKJIFOUYCHUE YITOJIHOMOUYEHHOTO (heJiepaabHOr0 OpraHa UCTIOJHUTEILHOW BIACTH
O BO3MOXHOCTH CHIDKEHHS O€30MacHOCTH, KadecTBa, 3(PPEKTUBHOCTH JEKAPCTBEHHOTO CPEJCTBA B
CJIy4ae BHECEHUS TAKUX U3MEHEHHUI.

9. Jlomyckaercsi oOpallleHHe JIEKapCTBEHHBIX MPENapaToB I MEIUIUHCKOTO MPUMEHEHHS 0
WCTEUYEHUsI CPOKa TOJHOCTH, TPOU3BEJACHHBIX B TEUCHHE CTa BOCBMUJIECATH JTHEW TOCIe AaThl IPUHSATHUS
YIOJTHOMOYEHHBIM (hefiepaibHbIM OPTaHOM HCIIOTHUTENBHOM BJIACTHU PEIIeHHs] O BHECEHUH U3MEHEHUH B
JIOKYMEHTBI, COJIEpXKAIHecss B PErHUCTPAlMOHHOM JIOChE€, B COOTBETCTBUM C HH(pOpMAIIHEH,
coJepxaleiicss B JOKYMEHTax pPErucTpallMOHHOrO J0ChE€ Ha JIEKapCTBEHHBIM mpemapar 10 AaThbl
MIPUHATHS TAKOTO PEIICHUSI.

(uactb 9 B pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

10. TIlpaButenbctBo Poccuiickoit ®enepauuu BIpaBe YCTaHOBUTh OCOOEHHOCTH BHECEHHUS
U3MEHEHUN B JOKYMEHTBI, COJEpXKalllMeCs B PErUCTPALIMOHHOM JOChE Ha 3apEeruCTPUPOBAHHBIN
JIEKapCTBEHHBI IMpermapaT s MEJUIMHCKOTO NPHUMEHEHHUs, B ciay4yae JAe(eKTyppl WM pHCKa
BO3HUKHOBEHHUS J1e(EeKTyphl JIEKapCTBEHHBIX IPENapaToB B CBSA3M C BBEJAECHHEM B OTHOIICHUHU
Poccuiickoit @enepariuy OrpaHUYUTENBHBIX MEP SKOHOMHUYECKOTO XapakTepa.

(uactp 10 BBenena denepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

[Ipumeuanmue.
[Tonoxxenus ct. 31 (B pen. @3 or 30.01.2024 N 1-dP3), kacaromuecs NpeaOCTaBIEHUS IOC. YCIyT
MOCPEACTBOM €IMHOro nopTana, mpumensatorces ¢ 01.01.2026.

Cratbs 31. BHeceHue U3MeHeHUn B  AOKYMEHTblI, copgepxawumecs B
perncTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIA JIeKAPCTBEHHbIM npenapaTr Ans
BEeTEePUHAPHOIro NPMMEeHeHuUA
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1. B nenax BHeceHUS W3MEHEHUH B JIOKYMEHTBI, COJAEpPIKAIIMECS B PETMCTPALMOHHOM JOChE Ha
3apErMCTPUPOBAHHBIM JICKAPCTBEHHBIM Ipenapar i BETEPUHAPHOIO INPUMEHEHMS, IEpKaTellb WU
BJIAJIEJICL] PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOI'O IIpenapara WiIM YINOJIHOMOYEHHOE UM
Apyroe IPUAMYECKOE JHLO (Jlajee B HACTOsAIIEH CTaThe - 3asiBUTENb) HAIIPABIISIET TOCPEICTBOM €IUHOIO
nopTaja B yINOJHOMOYEHHBIH (pe/iepanbHbIii OpraH HCIOJHUTEIBHON BIACTH MOJMHMCAHHOE YCHIICHHON
KBAJIM(HUIHUPOBAHHON 3JIEKTPOHHOM NOJMMCHIO 3asBJICHHE O BHECEHMM TAaKMX HM3MEHEHHH 1o Qopme,
YCTAHOBJICHHOH YIOJIHOMOYEHHBIM (peiepalibHBIM OPraHOM HMCIOJHUTEIBHON BIIACTH, M MpHUJIaraeMble K
HEMY U3MEHEHMs B yKa3aHHbIE JIOKYMEHTBI, a TAKXKe JOKYMEHTBHI, MOATBEP)KIAIOIINE HEOOXOIUMOCTb
BHECEHUS TaKuX U3MeHeHUH. [Ipy HeoOX0IMMOCTH BHECEHUSI N3MEHEHUH B IOKYMEHTBI, COJEpXKAIIUECS B
PETUCTPALIMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar [uisi BETEPUHAPHOIO
NPUMEHEHUs, B CIy4asX W3MEHEHMs M (WIKM) JONOJIHEHUS [POU3BOACTBEHHON  IUIOIIAJKU
JIEKapCTBEHHOI'O CPEJCTBA, a TAKXKE M3MEHEHMS IOKa3aTeJIell KauecTBa JIEKapCTBEHHOIO Ipernapara Juis
BETEPUHAPHOTO0 NPUMEHEHUS U (WJIM) METOAOB KOHTPOJS KayecTBa JIEKAPCTBEHHOIO Iperapara Jyis
BETEPUHAPHOIO NPUMEHEHUS 3asBUTEINb JONOJHUTEIBbHO HAMPABISAET IOCPEACTBOM €IUMHOIO IopTajia B
YIOJIHOMOYEHHBIN (heepabHbI OPTaH HCIIOTHUTEIBHOMN BIACTH CIIEAYIONINE JOKYMEHTHI (CBEICHUS):

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N 1-D3)

1) cBenmeHust 0 Jare MPENOCTABICHUS M PETHCTPAIMOHHOM HOMEpE JIMIICH3MH Ha TPOU3BOICTBO
JICKApPCTBEHHBIX CPEJICTB, IMPEIOCTABICHHOW TMPOM3BOJUTENI0 JICKAPCTBEHHOrO Tmpernapara s
BETEPUHAPHOTO MPUMEHEHHS, TSI POCCUMCKHUX TIPOU3BOIUTEIICH;

(B pen. @enepanbHoro 3akona ot 27.12.2019 N 478-03)

2) CBCIACHUA O OaTC MPEAOCTABJIICHHUA W PCTUCTPATHMOHHOM HOMEPC JIMICH3WMM Ha MPOU3BOACTBO
JICKapCTBEHHBIX  CPEJCTB, IPEIOCTABICHHOW IPOM3BOAUTENIO  (papMalleBTUUECKOH CyOcTaHIMH,
BXOJISIIIEH B COCTaB JIEKAPCTBEHHOTO Mpernapara Ui BETePUHAPHOTO NPUMEHEHHUsS, JUISI POCCHICKHX
MIPOU3BOIUTEIIEH;

(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) Konusl TOKyMEHTa, BbIAaHHOTO YIOJTHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOAUTENS I KaXKION
MIPOU3BOJCTBEHHON IUIOLIAJKM JIEKAPCTBEHHOI'O IIpenapara Julsi BETEPUHAPHOIO IPUMEHEHHs H
MOJITBEPK/IAIOLIETO COOTBETCTBUE IMPOM3BOAUTENS JIEKAPCTBEHHOTO IpenapaTra TpeOOBaHMUSAM IPABUI
HaJUIeKAIEed IPOU3BOJACTBEHHOM NIPAKTUKH, W €ro IEepeBOJ, Ha PYCCKHM S3bIK, 3aBEPECHHBIC B
YCTaHOBJICHHOM IOPSAKE, a TAKKE KOIMSA 3aKJIFOYEHHUSI O COOTBETCTBUU IIPOU3BOAUTEIS JIEKAPCTBEHHBIX
CpeacTB  TpeOOBaHUSAM  MpaBWU  HaJuleXkalled  MPOM3BOACTBEHHOM  IMPaKTUKH,  BBIJAHHOIO
YIOJIHOMOYEHHBIM (pe/iepalbHbIM OpPraHOM MCIIOJHHUTEIBHON BIACTH Ui KaKIOH MPOU3BOJICTBEHHOM
IUIOUIA/IKK JIEKAPCTBEHHOI'O TMperapara Jisi BETEPUHAPHOTO MPUMEHEHMs, JU00 KOMMS pEelIeHUs O
[IPOBEACHUN MUHCIIEKTUPOBAHUS IIPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEACTB, IIPUHATOIO YIIOJHOMOYEHHBIM
(denepanbHbIM OpPraHOM HCIIOJIHUTENBHOM BIIACTH JUISL KaXJOM MPOM3BOJCTBEHHOW IUIOIIAIKU
JIEKApCTBEHHOIO IIpernapara Uil BETEpPUHAPHOIO NIPUMEHEHHMs. Y Ka3aHHbIE TOKYMEHTHI IIPEICTaBISIOTCS
B Cllydae, €CIM IPOU3BOJACTBO JIEKAPCTBEHHOIO IIpenapara Hjsi BETEPUHAPHOTO IPUMEHEHHUS
OCYLIECTBIsETCS 3a npenenamu Poceuiickon @enepanny;

4) xomusi JIOKyMEHTa, BBIJAHHOTO YIIOJIHOMOYEHHBIM OPraHoOM CTPaHbl IPOU3BOAUTEIS
¢bapmarieBTHUECKON cyOCTaHIH u MIOITBEP K TAOLLETO COOTBETCTBUE IIPOU3BOIUTEIIS
(apmalleBTUUECKOI CyOCTaHIMU, BXOASIIEH B COCTaB JIEKaPCTBEHHOI'O Mpernapara Jjisi BETEpUHAPHOIO
NpUMEHEHHs, TPeOOBaHUSAM NpPaBWI HAJUIeKAlleH NPOU3BOJACTBEHHOW MPAKTHKH, W €ro MepeBoJ Ha
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PYCCKHIl  53bIK, 3aBEpPEHHbIE B YCTAHOBJIIEHHOM TIOpsJKe, B Cclly4ae, €CJId IPOU3BOJCTBO
(hapmaleBTHUECKOI CyOCTaHIIMM OCYIIECTBIsIETCS 3a peaenamu Poccuiickoii @eneparnum.
(dactb 1 B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cinyyae u3meHeHuss u (WIKd) TOMOJHEHHUS MPOU3BOJACTBEHHOW IUIOMIAJKU JIEKAPCTBEHHOIO
CpelncTBa JOKYMEHTBI, YKa3aHHbIE B 4YacTH | HACTOSIICH CTaThbH, MPEACTABISIOTCS 3asBUTEIEM B
OTHOIIEHWU U3MEHSeMON © (WJM) JIOMOJIHAEMOW MPOU3BOACTBEHHON IUIOLIAIAKUA JIEKAPCTBEHHOI'O
cpenctBa. Penenre o BHECEHUU U3MEHEHUH B JOKYMEHTBI, COACPIKAIITUECS B PETUCTPAIITMIOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar 1Jisi BETEPUHAPHOTO MPUMEHEHHS, WM 00 OTKa3e B MX
BHECCHHH MTPUHUMAETCS B CTydae HEOOXOIUMOCTH MPOBEACHUS SKCIIEPTU3HI JICKAPCTBEHHOTO CPEICTBA B
CPOK, HE TIPEBBIMIAIOIINN JEBIHOCTA padOYMX JHEH, a B OCTAJIBHBIX CIydasX B CPOK, HE MPEBBIIIAIOIINN
TPUALIATH pabouyux THEH co JHS HampaBleHHUS MOCPEICTBOM €IUHOTO MOpTaia B YIMOIHOMOYEHHBIH
(benepanbHBIA OPraH UCIIOJHUTEIIBHON BIIACTH 3asBIICHUS O BHECEHUU TaKUX U3MCHCHHUH.

(gactp 1.1 BBeaeHa denepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. DeaepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.2. B ciydae peopraHuzanuy [Ep:KaTellsd WIA BIAJENbLIA PErUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKApCTBEHHOTO TIperapara Jjisi BETEPUHAPHOTO IPHUMEHEHHs, pa3paboTyhKa WM MPOU3BOIUTEIIS
JIEKapCTBEHHOI'O IIpernapara Uil BETCPUHAPHOIO IPUMEHEHHS B 3asBJICHUHM O BHECECHMM HM3MCHEHHMU B
JOKYMEHTBI, COAEPKALIMECS B PETUCTPAUMOHHOM JOChE Ha 3apPETHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
IpenapaTr sl BETEPUHAPHOIO IPUMEHEHHs, YKa3bIBalOTCSl JIAaHHBIE JOKYMEHTa, IOATBEPKIAIOLIETO
BHECEHUE COOTBETCTBYIOIIMX M3MEHEHUN B ENuHBINA rocyaapCcTBEHHBIH peecTp IOPUANUECKUX ML (IS
OpraHu3alyii, 3aperucTpupoBaHHbIX Ha Tepputopuu Poccuiickoit Penepanuu), Uik UHOTO JOKYMEHTA,
MTO/ITBEPIKIAIOIIEr0 PEOPraHU3alMI0 IOPUINUECKOro Juia (A1 OpraHu3aluii, He 3aperUCTPUPOBAHHBIX
Ha Teppuropun Poccuiickoit @enepanuu). 3asBieHHE O BHECEHUHM W3MEHEHMH B JIOKYMEHTBHI,
coJlepKallMecsT B PErMCTPAllMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipernapar s
BETEPUHAPHOT0 NIPUMEHEHHUS], U NIPUJIAraeMble K HEMY JOKYMEHTBI HAIIPABIAIOTCS IIOCPEACTBOM €IUHOIO
nopraja B YHNOJHOMOYEHHBIN (enepalnbHblii OopraH HMCIOJIHUTEIBHOW BJIacTH HE TO3/IHEE YeM depes
TpUILATh PabOYMX JHEH cO JHS BHECEHMs COOTBETCTBYIOIIMX M3MEHEHHMH B EMUHBIN rocynapcTBeHHBIH
peecTp HOpUAMYECKUX JUIl (UIsl OpraHM3alMii, 3aperucTpUpOBaHHBIX Ha TeppuTopuu Poccuiickoit
denepanyn) UiIKM co AHS NPUHITHS COOTBETCTBYIOIETO JOKYMEHTA, OATBEPKIAIOIIEr0 PEOpraHu3alHio
IOpUANYECKOro JMna (A7 OpraHu3aluii, HEe 3aperucCTpUpPOBAHHBIX Ha Tepputopun Poccuiickoit
@enepanun). B cioydyae peopranuzanuu epkaTeis WIM Bajelblia PETUCTPALIMOHHOTO yI0CTOBEPEHHS
JIEKAPCTBEHHOI'0 IIpernapara Uil BETEPUHAPHOIO INPHUMEHEHMS 3asBJICHUE O BHECEHMM W3MEHEHUHN B
JOKYMEHTBI, COAEpIKALIUEC B PETUCTPALlMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mmpenapar Juid BETEPUHAPHOIO IPHUMEHEHMs, MOJAeTCA IOPUAMYECKUM JHMIOM, KOTOPOMY B XOJe
peopraHu3anuy nepeaHo MpaBo BIIAJCHUS TAKUM PETUCTPALMOHHBIM YIOCTOBEPECHUEM.

(gactp 1.2 BBegeHa denepanbubiM 3akoHOM OT 02.08.2019 N 297-®3; B pen. denepalibHOrO 3aKOHA OT
30.01.2024 N 1-®@3)

2. B cnydae BHeCeHUS WU3MEHEHUH B JIOKYMEHTBI, COJAEpkKAIIMECS B PETHCTPAIMOHHOM JOChE Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpenapar i BETEPUHAPHOIO IPUMEHEHUS, B OTHOLIEHUU
CBEJICHUH, yKa3zaHHbIX B moamyHkrax "e", "x", "k", "n", "u", "c", "X" mynkra 7 wactu 3 crtatbu 17
Hacrosimero deneparbHOTO 3aKOHA, U3MEHEHUs M (WUJIM) JIOMOJIHEHHS MPOU3BOJICTBEHHOW IUJIOIIAIKU
JICKapCTBEHHOTO CpEJICTBA, a TAKXKE B CIydyae HM3MEHEHHUs TOKa3aTeJed KayecTBa JIEKAPCTBEHHOTO
mpemapaTta Ajs BETEPUHAPHOTO MPUMEHEHHUS W (MJIM) METOJOB KOHTPOJS KadecTBa JIEKAPCTBEHHOTO

npemnapara ajisi BETCPUHAPHOI'O IMPUMCEHCHUA IMPOBOJUTCA JKCIICPTHU3a JICKAPCTBCHHOI'O CpCIACTBA JIA
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BETEPUHAPHOTO TMpUMEHeHHs. B ciayyae HEOOXOIMMOCTH BHECEHHS HHBIX H3MEHEHHIl B JOKYMEHTHI,
coJiepKallrecs B PETUCTPAllMOHHOM JOChE€ Ha 3apEerMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Mperapar s
BETEPUHAPHOTO MIPUMEHEHHUSI, IKCIIEPTH3a JIEKAPCTBEHHOT'O CPEJICTBA JJIsi BETEPUHAPHOTO IIPUMEHEHUS He
MIPOBOJIUTCA.

(B pen. @enepanbHbix 3akoHOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. 3asgBUTENH BIpaBE MPEACTABUTH IO COOCTBEHHONW MHUIIMATUBE BMECTE C 3asBJICHHEM O BHECCHUU
U3MECHCHHH B JIOKYMEHTBI, COJEp)KAlIUecs B PETHCTPALMOHHOM JIOChe Ha 3aperHCTPUPOBAHHBIN
JIEKapCTBCHHBIN Mpernapar JUisi BETEPUHAPHOTO MPUMEHEHUS, PEKBU3UTHI JOKYMEHTOB, ITOATBEPIKIAIOIINX
VIUTaTy TOCYJApPCTBEHHON MOIUIMHBI 32 BHECEHUE B JOKYMEHTBI, COJEPIKAIIUECS B PETHCTPALIMOHHOM
JI0ChE Ha 3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIHN Mpenapar Ui BETCPUHAPHOTO MPUMEHEHUS, U3MEHEHHH,
TpeOYIOIMUX TPOBEICHHUSI AKCIEPTU3bl JICKAPCTBEHHOTO CPEICTBA, WU HM3MCHEHHH, HE TPeOYIOIIMX
MIPOBEJICHUST IKCIIEPTU3HI JICKAPCTBCHHOTO CpelCcTBA. B ciydae HEOOXOIMMOCTH M3MCHCHHS CBEICHHIM,
COJICPIKALIUXCSI B PETUCTPAIIMIOHHOM YJIOCTOBEPEHHUH JIEKAPCTBEHHOIO Iperapara i BETEPUHAPHOTO
MIPUMCHEHHUS, C 3asBJICHUEM, YKa3aHHBIM B 4acTH | HACTOSIIEH CTaThH, 3asBUTEIb BIIPABE MPEIACTABHUTH
10 COOCTBEHHON WHHIIMATHBE PEKBU3UTHI JOKYMEHTA, MOJTBEPKIAIONICTO YIUIATy TOCYIapCTBEHHOU
MOIIJTMHBI 32 BBIJJAYy PETUCTPANMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO TIperapaTa. 3asBUTEb BIIPABE
MPEJCTaBUTh 10 COOCTBEHHOW MHUIIMATUBE CBEJICHUS O JIMIICH3UAX, YKa3aHHbIE B MyHKTax | u 2 dactu 1
HACTOSAIIEH CTaThW, a TakXKe BBIJABACMbIC YIIOJIHOMOYCHHBIMU  (peepalIbHBIMH  OpraHAMH
WCTIOJIHUTEJIBHOW BJIACTH JOKYMEHTHI, yKa3aHHbIC B IyHKTe 3 4actu | HacTosmied cratbu. B cirydae
HEMPEJICTABICHUS yKa3aHHBIX JIOKYMEHTOB (CBEICHWI) YIOJHOMOYCHHBIH (enepanbHblii  opraH
UCTIOJIHUTEJIBHOM ~ BJIACTH  3alpallliBacT  yKa3aHHbICe  JOKYMEHTBI  (CBEICHHs) B  MOPSAKE
MEXBEJIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOICHCTBUS.

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-D3, o1 30.01.2024 N 1-D3)

4. B cpok, HE TPEBBIMIAIONINN JAECATH paboYuX HEW CO JTHS MOCTYIUICHHUS YKa3aHHOTO B 4YacTH |
HACTOAIIEH CTaThbU 3asBICHUS M HEOOXOIMMBIX JOKYMEHTOB, YIOJIHOMOYEHHBIH (erepalibHbIil opran
WCTIOJIHUTEIHHOM BIACTHU:

1) MMpOBOAUT MPOBEPKY MHOJTHOTHI U JOCTOBEPHOCTHU CBGI[CHI/Iﬁ, COoACpKaNXCs B IMPEACTABIICHHBIX
3aABUTCIIEM JOKYMCHTAX;

2) MpUHUMAET pPEelIeHUE O MPOBEIEHUH SKCIEPTU3bI JIEKAPCTBEHHOTO CPECTBA JUIsl BETEpUHAPHOTO
MIPUMEHEHHUSI WM 00 OTKa3€e B €€ MPOBEACHUH;

3) HampaBisieT TOCPEICTBOM €IUHOTO IMOpTajia 3asBUTEII0 MMOAMUCAHHOE YCUJIEHHOMN
KBIN(UIIMPOBAHHON D3JIEKTPOHHOM MOAMUCHIO YBEAOMJICHHE O MPUHATOM pEIIEHUH WM B Cilydae
MIPUHSATHSI peIIeHHsI 00 0TKa3e B MPOBEAECHUH IKCIIEPTU3HI JIEKAPCTBEHHOTO CPECTBA /ISl BETEPUHAPHOTO
IIPUMEHEHHUS ¢ YKa3aHUEM IIPUYNUH TaKOTO OTKas3a.

(B pen. @enepanvHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. B ciiyvae BBISIBJICHUST HEJJOCTOBEPHOCTH U (WJIM) HETOCTATOUYHOCTH CBEJICHUM, CONEPKAIINXCS B
MIPE/ICTABJICHHBIX 3asABUTEIEM MaTepuaiaxX, yMOJHOMOYEHHBIN (enepalbHbIii OpraH UCHOTHUTEIHHOU
BJIACTH HAIpaBJIsIET TOCPEJCTBOM EAMHOTO TOpTaja 3asBHTENI0 3ampoc 00 YTOYHEHHH YKa3aHHBIX
CBEICHUIA, TTOIMMCAHHBIA YCUIIEHHOW KBAIM(DUIIMPOBAHHOMN 3NIEKTPOHHOM MOAMKCHIO.

(uactsb 4.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asBuTenb 00s3aH HalpaBUTb NTOCPEACTBOM CAHWHOI0 I1OpTajla B yr[OJ'IHOMO‘-ICHHBIfI
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GbenepanbHbIi  OpraH HCHOJHUTEIbHOM BJIACTM IOJMMCAHHBIA YCHJICHHON KBaIM(pHULHUPOBAHHON
AJIEKTPOHHON TOAMMCHIO OTBET HA 3aIpPOC YIOJIHOMOYEHHOTO (heAepalbHOTO OpraHa HMCIOJHUTEIHHON
BJIACTU B CPOK, HE MPEBBIIAIOIIMN IEBSIHOCTA PabOYMX JHEH CO JHS MOJYYEHHs YIOJHOMOYEHHBIM
(benepaabHBIM OPTaHOM MCIIOJHUTEIHHOM BIACTH 3JICKTPOHHOTO YBEIOMIICHUS O TIOJTYYCHUH 3asBUTEIIEM
naHHoro 3anpoca. Cpoku, ykasaHHble B 4acTu 1.1 Hacrosied craTbd, NPUOCTAaHABIMBAKOTCS CO JIHSA
HAIpaBJICHUs TOCPEICTBOM EIAMHOIO IOpTaja 3asBUTEIIO 3alpoca YMNOJHOMOYEHHOTO (eaepaabHOro
OpraHa MCIOJHUTEIbHOM BJIACTH JO [JHSA HANpaBICHHUs IIOCPEACTBOM €IMHOIO IopTrajza B
YIIOJIHOMOYEHHBIA (pe/lepabHblil OpraH HCIOJHHUTEIBHON BIAcCTH OTBETa HA JAaHHBIA 3ampoc W He
YUUTBHIBAKOTCS NIPU HCYMCIECHUU CPOKA IPHUHATHA PELICHUS O BHECEHWM W3MEHEHHH B JOKYMEHTHI,
coJepaKallMecss B PErUCTPAllMOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IIpernapar s
BETEPUHAPHOT'O IPUMEHEHHS.

(uactb 4.2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHoBaHMeM Uis OTKa3a B MPOBEICHUM OSKCIEPTU3bl JIEKAPCTBEHHOI'O CpPEICTBA s
BETEPUHAPHOTO TPHMEHEHUS SBISICTCS TPEICTABICHUE JOKYMCHTOB, YKa3aHHBIX B dacTsax | u 3
HACTOSIIEH CTaThH, B HETIOJIHOM 00bEME MIIM OTCYTCTBUE B MPEJICTABICHHBIX JOKYMEHTaX JOCTATOYHBIX
CBEJICHMIA, TIONTBEPKIAIONIMX HEOOXOAMMOCTh BHECCHHUS WM3MCHCHHM, JHMOO HEIPEICTABICHHE
3asBHUTEJIEM B YCTAaHOBJICHHBI CPOK OTBETa HA YKa3aHHBIA B 4acTd 4.1 HacTOsIEH CTaThH 3arpoc
YIOJIHOMOYEHHOTO (peIepalbHOTO OpraHa UCTIOHUTEIbHON BIACTH.

(B pen. @exnepanbHoro 3akona ot 04.06.2018 N 140-D3)

6. DKcrepTu3a JIEKapCTBEHHOIO CPEACTBA Ul BETEPUHAPHOTO NPUMEHEHMS] B LIEISX BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJAEp)KallMecs B PETUCTPAllMOHHOM JOCh€ Ha 3aperucTpUpOBAHHBIN
JIEKapCTBEHHBIM MpermapaTr s BETEPUHAPHOTO TPUMEHEHHS, OCYIIECTBISIETCS B  MOpPSIKE,
YCTaHOBJIEHHOM CTaTbed 24 HacTosAwero denepaabHOro 3akoHa.

6.1. B cpok, He MpeBbIIAONINI JeCATH padounX JHEH CO JTHS HApPaBJICHUS TOCPEICTBOM €IMHOTO
nopTana B YIOJIHOMOYEHHBIN (helepanbHblii OpraH UCIOJHUTEIbHONW BIACTH MOJIMUCAHHOTO YCUJICHHOMN
KBATU(UIIUPOBAHHON AJIEKTPOHHOW TMOJMUCHIO 3aKIIOYEHUS! KOMHCCHH SKCIEPTOB MO pe3yJibTaTaM
yKa3aHHOM B YacTW 2 HACTOSIIEH CTaThbW OHKCIEPTHU3bl, YIMOJIHOMOYEHHBIH (QenepalbHblil opran
WCTIOJIHUTEIHHOM BIACTHU:

(B pen. @enepanbHbix 3aKk0HOB OT 02.08.2019 N 297-D3, o1 30.01.2024 N 1-D3)

1) npyHUMaeT peleHre O BHECEHUH U3MEHEHHH B TOKYMEHTBHI, COiep KaIllUecs] B PETUCTPALlHOHHOM
JI0ChE Ha 3aperUCTPUPOBAHHBIM JIEKAPCTBEHHBIH Ipenapar JUisl BETEPUHAPHOTO NMPUMEHEHHs, U 00
OTKa3€ BO BHECEHUH TAKUX U3MEHEHHI;

2) BHOCUT B TOCYJIapCTBEHHBI pEECTp JIEKAPCTBEHHBIX CPEACTB HAa OCHOBAHHUU pELICHUS O
BHECCHUU N3MEHEHUH B JOKYMCHTEI, CoZCpKaIurecs B PEruCTpailuOHHOM JI0ChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIH IMpernapar Juis BETEPUHAPHOTO NPUMEHEHHUs, HEeoOXOTuMble
W3MEHEHUS;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3) BBIIACT 3asBUTEII0 HOBOE PETHMCTPAIMOHHOE YIAOCTOBEPEHHE JICKApCTBEHHOTO ITIperapara Jyis
BETEPUHAPHOTO MPUMEHEHMS B Cllydyae HEOOXOIMMOCTH M3MEHEHUS CBEJICHHM, COJepKALIMXCS B HEM, C
COXpaHEHHEM HOMepa paHee BBIITAHHOTO PETUCTPALMOHHOTO YIOCTOBEPEHHUS JEKAPCTBEHHOTO MpernapaTa
U1l BETEPUHAPHOTO IIPUMEHEHUSI.

(. 3 BBeneH @enepanbHbM 3akoHOM OT 02.08.2019 N 297-D3)
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(dactb 6.1 BBegeHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-D3)

6.2. B ciiyuae BHeCeHUsI U3MEHEHUN B TOKYMEHTBI, COIEPIKALUECS B PETUCTPALIMOHHOM JIOChE Ha
3apeTUCTPUPOBAHHBIN  JIGKAPCTBEHHBIM IMperapar Uil BETEPUHAPHOTO TPUMEHEHHUs, B 4YacTH,
KacawmeﬁCﬁ U3MCHCHHUSA U (I/IJII/I) JOIIOJTHCHU A HpOHSBOI[CTBGHHOfI Ijiomaaky JICKapCTBCHHOI'O
npernapara, MpHu IPEACTABICHUU 3asBUTENIEM B COOTBETCTBUHM C IYHKTOM 3 YacTH | HACTOSIICH CTaTbu
KOIIMKU PECHICHUA YIOJHOMOYCHHOI'O (be;[epanbﬂoro opraHa HUCIIOJIHUTEIHLHON BJIACTH O IIpOBCACHUU
WHCIICKTUPOBAHUS MTPOU3BOINUTEINS JICKAPCTBEHHBIX CPEICTB CPOK, YKa3aHHBIA B 4acTH 6.1 HacTosuien
CTaTbH, MMPUOCTAHABIIMBACTCA CO OHSA MOJYYCHHA 3aKIIIOYCHHA KOMHCCHUU JKCIICPTOB HO AHSA NMPHUHATHA
YIIOJIHOMOYEHHBIM (heiepalibHbIM OPTaHOM MCTIOJTHUTEBHOM BIIACTH PEUICHHUS O BbIIadye Wik 00 OTKa3e B
BbLJAYC 3aKIOYCHHA O COOTBCTCTBUU IMPOMU3BOAUTCIIA JICKAPCTBCHHLIX CPCACTB Tp€60BaHI/I$[M ImpaBuJI
HaJIJIeKAIIeH TPOU3BOJCTBEHHOM MTPAKTUKH, HO HEe 00JIee YeM Ha CTO BOCEMB/IECST PadOUYMX JHEH.

(dactb 6.2 BBeneHa denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHOBaHMEM JUIsi OTKa3a BO BHECEHUM W3MEHEHHMH B JOKYMEHTBI, COJEpJKaluecs B
PEruCTPallMOHHOM J0ChE€ Ha 3apEerMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapar Uil BETEPUHAPHOIO
IIPUMEHEHHMS, B Clly4yasX, He TPeOYIOUIMX MPOBEJCHUS SKCIEPTH3bl JIEKAPCTBEHHOIO CPEICTBA, SIBIISIETCS
IIpe/ICTaBICHUE JIOKYMEHTOB, YKa3aHHbIX B 4acTax | u 3 HacToslle cTaTtbu, B HEMOJIHOM O0OBEME WM
OTCYTCTBHUE B IIPEJCTABICHHBIX JOKYMEHTaX CBEIEHUH, KOTOPbIE JOJDKHBI ObITh B HUX OTPa’KEHbI, OO
HEIPEJICTAaBICHUE 3asBUTEJIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha yKa3aHHBIM B yacTu 4.1 HacTosuiei
CTaThU 3aIPOC YIOJIHOMOYEHHOTO (heiepalbHOTO OpraHa UCIOJIHUTEIbHOMN BIACTH.

(uactb 7 B pen. @enepanproro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM /Jii OTKa3a BO BHECEHUM H3MEHEHUN B JIOKYMEHTBI, COJEp)Kalluecs B
PErUCTPallMOHHOM J0ChE€ Ha 3apeTrMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipemnapar Uisi BETEPUHAPHOIO
MPUMEHEHHSI, B CIydasix, TPeOYIOIMX MPOBEACHUS SKCIEPTHU3bI JIEKAPCTBEHHOTO CPENICTBA, SIBISIETCS
3aKJIIOYEHHE YIOJHOMOYEHHOTO (enepasbHOro OpraHa MCIOJIHUTEIbHOW BIIACTH O BO3MOXKHOCTH
CHIDKEHUS 0€30MacHOCTH, KauecTBa, 3(PPEeKTUBHOCTH JIEKAPCTBEHHOTO Mperapara BCIeJACTBUE BHECEHUS
W3MEHEHUHN B yKa3aHHBIE JOKYMEHTHI, 0TKAa3 YIOJTHOMOUYEHHOTO (eJepabHOTO OpraHa UCIOJTHUTEIbHON
BIIACTH B BbIJaue 3aKIIOYCHHS] O COOTBETCTBHU IPOU3BOJIUTEINS JICKAPCTBEHHBIX CPEICTB TPEOOBAHUIM
IIpaBHJI H&)IHG)K&HIGI\/'I HpOHSBOI[CTBeHHOi/JI MMPpaKTUKKU B ClIyda€ HU3MCHCHHA U (I/IJ'II/I) JOIIOJIHEHUA
MPOU3BOJCTBEHHON IUJIOIIAJKHA JIEKAPCTBEHHOrO IIpernapara, €cid MPOU3BOJCTBO JEKAPCTBEHHOI'O
npernapara Jjisi BETepUHApHOr0 MPUMEHEHUSI OCYIIECTBIsieTcs 3a npeaenamu Poccuiickoit denepannu,
WJIM OTCYTCTBHE 3TOT0O 3aKIHOYEHUSI.

(dactp 7.1 BBenena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

8. Jlomyckaercs oOpaleHHe JeKapCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO NPUMEHEHUS 10
UCTEUYEHHUsl CPOKA TOAHOCTH, MPOU3BEACHHBIX B TEUEHUE CTa BOCBMHAECATU JAHEH MOCIE JaThl MPUHSITUS
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM MCIIOJHUTEIBHOM BIACTH PELICHUs O BHECEHUM U3MEHEHUH B
JIOKYMEHTBI, COJIepKallliecs B PETUCTPALIMOHHOM JI0ChE Ha JIEKaPCTBEHHBIN IMpenapaT, B COOTBETCTBUHU C
uHpopMaluen, coaepkaienicss B JOKyMEHTaX PeruCTpaliMOHHOIO JOChe Ha JIEKApCTBEHHBIN Mpernapar 10
JaThl IPUHATUS TAKOTO PEIICHHUS.

(uactp 8 B pen. denepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

[Ipumeuanmue.
O Bo3MOXkHOCTH oOpamieHuss B P@D nexkapcTBEHHBIX NpenapaToB IOCHIE NPUHATHS pemeHus o0
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OTMEHE TOCPETHCTPAIlUU U UCKIIOYCHHBIX U3 peecTpa (hapMareBTHUYEeCKUX CyOCTaHIul cM. cT. 4 @3
ot 30.01.2024 N 1-®3.

CraTtbsa 32. OTMeHa rocyaapCcTBEHHOW perucTpaumm nekapcTBeHHOro npenapara

Pemenne 06 oTMeHe TOCYIapCTBEHHOM PErHCTpalyy JIEKAPCTBEHHOIO IMpernapara U UCKIIOUEHUH
JIEKapCTBEHHOI'O Ipenapara M3 TIOCyAApCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEICTB INPUHUMACTCA
YIIOJIHOMOYEHHBIM (heiepalibHBIM OPraHOM HCIIOJIHUTENILHOW BIACTH B CIyYae:

1) npeacTaBiICHUsI COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM ()elIepaIbHbIM OPraHOM UCIIOJTHUTEIILHOU
BJACTH 3aKIIOYCHHS O PHUCKE WM 00 Yrpo3e 3710pPOBbIO, JKH3HH UYEIOBEKAa WM >KABOTHOTO IIPHU
NPUMEHEHHH JIEKaPCTBEHHOI'O TMperapara, MPEBBIIIAIMIX ero 3PQPEeKTHBHOCTh, IO pe3yJbTaTam
OCYIIECTBIIIEMOTO UM MOHHTOPHHIa O€30IIACHOCTH JICKAPCTBEHHOTO TIperapara;

[Tpumeuanwue.

[Tonoxxenus cr. 32 (B pea. @3 ot 30.01.2024 N 1-D3), kacarouiuecs npeaoCTaBICHUs TOC. YCIyT IpU
OoOpallleHnn JIEKapCTBEHHBIX CPEACTB JUI MEAMLIMHCKOTO M BETEPUHAPHOTO IMPUMEHEHUs
[IOCPEACTBOM €IMHOM CUCTEMBI U (WJIM) eAMHOro nopTaia, npumenstores ¢ 01.01.2026.

2) mojmauyM JaeprkaTelieM WIM BJaJeibIleM PErUCTPAIMOHHOTO YIOCTOBEPEHHS IEKapCTBEHHOTO
mpermapaTa WIA yIOJTHOMOYEHHBIM WM JIDYTUM IOPHJIMYECKAM JIMIIOM 3asBJICHHUS 00 OTMCHE
rOCy/IapCTBEHHOW  pErucTpaluu  JIEKapCTBEHHOTO  Tperapara,  MOAMHCAHHOTO  YCHJICHHOM
KBATH(DUIIMPOBAHHOHN AJICKTPOHHOW TIOJIUCHIO, TyTEM €r0 HalpaBJICHUS IMOCPEIACTBOM €IMHOTO MopTaia
B yINOJHOMOYEHHBIN (enepanbHbIi OpraH HCIOTHUTEIBHOW BIACTH WM JUYHBIA KaOWHET
YIOJHOMOYCHHOTO (he/IepaTbHOTO OpraHa UCIIOJIHUTEIBHON BIIACTH B €IMHOMN CHCTEME;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N 1-D3)

IIpumeuanue.
C 01.01.2026 m. 3 - 6 cr. 32 He pacHpOCTPaHAIOTCS HAa MPABOOTHOLIEHWS, BO3HMKAIOLIUE IIPU
oOpallleHnH JIEKapCTBEHHBIX CPeACTB 11 MeauunHckoro npuMmenenus (O3 or 30.01.2024 N 1-D3).

3) HemoATBEPKIIEHUSI TOCYJAPCTBEHHON PETHUCTpaIlMU JICKAPCTBEHHOTO Tperapara Mo UCTECYCHUH
CpPOKa JIEHCTBUS PErUCTPALIMOHHOIO yI0CTOBEPEHUS, BBIJTAHHOTO HA IIATH JIET;

4) HenpeAcTaBIeHUS 3asBUTENEeM HH(GOpMaLMK, KOTOpasi MOKET MOBJIeYb 32 COO0H HE0OXOTUMOCTh
BHECEHUS U3MEHEHUH B JOKYMEHTBI, COJIEPKaLUECS B PETMCTPALIMOHHOM J0ChE Ha 3apPErUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpemnapar, B TEUEHNUE TPUALATH padOUnX JHEHW CO JHS HACTYTUICHHS STUX NU3MECHCHHIA;

5) oCymIecTBIIEHUSI TOCYJAAPCTBEHHOW PETHCTpAIMK JICKAPCTBEHHOTO Ipernapara IoJi TOPTOBBIM
HAaUMEHOBAHHEM 3apETUCTPUPOBAHHOTO paHee MOJ 3TUM TOPTOBHIM HAMMEHOBAHHUEM JIEKapCTBEHHOTO
npernapara, OTIMYA0IIerocsi Ka9eCTBEHHBIM COCTABOM JICHCTBYIOIINX BEIIESCTB;

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)
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6) OCYyIIECTBICHHS TOCYJAPCTBEHHON PErUCTPaIliK OJHOTO M TOTO XKe JISKAPCTBEHHOTO Tpernapara B
OTHOIICHWM OJHOTO W TOTO JK€ JepKaTels WX BIAJENIbIa PETUCTPAIMOHHOTO YJIOCTOBEPECHUS
JICKQpCTBEHHOTO TIpernapara B BUAE ABYX M 0o0Jiee JIGKAPCTBEHHBIX IpENapaToB IIOJ pa3IHYHBIMU
TOPTOBBIMU HAMMEHOBAHUSIMU;

(. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BEIHECEHHSI CYJIOM PEIICHHs O HapYIICHUH TIpaB MpaBooOIagaTeiss 00bEKTOB HHTEIUICKTYaIbHON
COOCTBEHHOCTHU IIPH 0OpaIlleHUH JIEKApPCTBEHHBIX CPEICTB;

IIpumeyanue.
C 01.01.2026 m. 8 ct. 32 He pacHpocTpaHsAeTCs Ha IPABOOTHOIICHHUSI, BOSHUKAIOIINE MPU OOpaIleHUN
JIEKapCTBEHHBIX CPENCTB Wi MeauuHckoro npumenenus (O3 ot 30.01.2024 N 1-D3).

8) OTCyTCTBHS JIEKQpCTBEHHOTO mpemnapara B oOpamieHuu B Poccuiickoit denepauuu B TeueHue
Tpex u Oosee JerT;
(. 8 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HEBBINOJHEHUS]  JEp)KaTeleM WA  BIAACIBIEM  PETMCTPALIMOHHOTO  YJIOCTOBEPEHMS
JIEKapCTBEHHOT'O IMpenapara Ju00 yHMOJIHOMOYEHHBIM UMU JAPYTHM FOPUINYECKUM JIMIIOM MEPOIPHUSTHHA
o oO0ecrneyeHuto 0e30MacHOCTH JIEKApCTBEHHBIX IIPEMaparoB, YCTAHOBJIEHHBIX YIOJIHOMOYEHHBIM
(dbenepalbHBIM OpPraHOM HCIIOJHUTEIBPHOM BJIACTH B COOTBETCTBMM ¢ 4YacTsaMu 3 u 4 cratbu 64
Hacrosero deaepanbHOro 3aK0HA, B paMKax OCYIIECTBICHHS (hapMaKOHAaI30pa;

(. 9 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) oTkaza pnepxkaTesss WM BIAJENblla PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npemnapaTta JU0O YIMOJIHOMOYEHHOTO MMM JIPYTOoro IOPHIWYECKOTO JIMIIAa OT BHECEHUS W3MEHEHUU B
WHCTPYKIIMIO TI0 TPUMEHEHHIO JIEKAPCTBEHHOIO TMperapaTa, KacarolIMXCs HOBBIX MOATBEPKIECHHBIX
JAHHBIX O TOM, YTO PUCK NMPUYMHEHUS BPeJa 3J0POBBIO UEIOBEKA WUJIM KUBOTHOTO BCIEACTBUE MpUEMA
JIEKapCTBEHHOTO MpernapaTa npeBbiaeT 3h(HEKTUBHOCT €ro MPUMEHEHHS.

(m. 10 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-03)

CraTtbsa 33. locyaapCTBEHHbIN peecTp fieKapCTBEHHbIX CPeAcTB

1. T'ocynmapcTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEACTB COAECPKHUT IEPEUEHb JIEKAPCTBEHHBIX
MpernapaToB, MPOILIEANINX IOCYJapCTBEHHYIO PETUCTPALINIO, NepeueHb (hapMaleBTHUEeCKUX CyOCTaHIIHH,
BXOJISIIIMX B COCTaB JIEKAPCTBEHHBIX MPENapaToB, U CIEAYIONIYI0 HHPOPMALHUIO:

1) B OTHOIIEHUH JI€KAPCTBEHHBIX MIPENapaToB:

a) HaMMEHOBAaHHME JIEKAPCTBEHHOrO Ipemapata (MEXAyHapoJAHOE HEMAaTeHTOBAaHHOE, WIH
IPYNIUPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE HAaUMEHOBAHMS);
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) nexapcTBeHHas popMa C yKa3aHUEM JO3WPOBKH JICKAPCTBEHHOTO TMpernapara U ero KOJu4ecTBa B
MOTPEOUTENHCKOIN YIIaKOBKE;
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B) HAaMEHOBAHHE JIepIKaTeNs WIN BIaJeNIbla PETHCTPAIOHHOTO yIOCTOBEPEHHS JIEKapCTBEHHOTO
mpernapara U CBEJCHHS O PETHCTPALUU JIepXKaTessl WIKM BiaJeNblla PErUCTPAllMOHHOTO YAO0CTOBEPEHHS
JIEKapCTBEHHOTO Ipenapara Juisi MeIUIIMHCKOTO IPUMEHEHUSI B Ka4eCTBE HAJIOTOIUIATEINBINNKA B CTPaHe
peructpanuu (A1 POCCUHCKUX IOPUANYECKUX JIUI] - UACHTU(UKAMOHHBIA HOMEpP HAJIOTOIIaTeIIbINKa
(MHH), st mHOCTpaHHBIX IOPUIMYECKHX JIUI] - CTpaHa PETUCTPALNH, HAUMEHOBAHHE PETHCTPUPYIOLIETO
OopraHa, perucTpaliOHHBIA HOMEp, KOJ HAaJOroIUIaTeNbIIMKAa B CTpaHE PErUCTpPAllH (MHKOPIIOPAIIUH)
WJIU €T0 aHaJjor);

(nm. "B" B pen. @enepanpHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAUMEHOBAHUE U aJpec MPOU3BOAUTENS JIEKAPCTBEHHOIO Mperapara U CBEJCHUS O perucTpaiuu
IIPOM3BOJUTENS  JIEKAPCTBEHHOrO0  Ipernapara JJis  MEAMLIMHCKOIO INPUMEHEHHS] B  KayecTBe
HAJOTOIUIATENbIINKA B  CTpaHe  perucrpanuu (A1 POCCHMCKMX  IOPUIMYECKUX  JIMI -
UICHTH(UKAITMOHHBI HOMep Hanoromuiatenbimuka (MHH), mis MHOCTpaHHBIX FOPHIUYECKUX JIHAIl -
CTpaHa pErucTpalud, HAWUMEHOBAHHE PErUCTPUPYIOLIErO OpraHa, PErucTpaluoOHHBIA HOMEp, KOJ
HaJIOTOIJIaTebIINKA B CTPAHE perucTpanuy (MHKOPIIOPALuK) WK €ro aHajlor);

(nm. "r" B pen. @eaepanbHoro 3akona ot 28.12.2017 N 425-03)

1) dapmakoTepaneBTHICCKAS rpymnmna, KOJI JIEKapCTBEHHOTO npenapara o
aHATOMO-TEPANEBTUYCCKO-XUMHUECKOW KilacCu(UKaIUK, PEKOMEHI0OBaHHOW BcemupHOW opraHu3anueit
3/IPaBOOXPAHECHHUS;

(nm. "n" B pen. ®eaepanbHOro 3akona ot 22.12.2014 N 429-03)

C) IMMOKa3aHud U IIPOTHUBOIIOKAa3aHWA K HPUMCHCHHUIO JICKAPCTBCHHOI'O IIpCIiapara,
) TOOOYHBIE ISHCTBYS JIEKAPCTBEHHOTO Mpenapara;

3) CPOK TO/IHOCTH JICKAPCTBEHHOTO Iperapara;

M) YCIIOBHSI XpaHEHUsI JIEKapCTBEHHOTO Tpenapara;

K) YCIIOBHSI OTITyCKa JICKAPCTBEHHOTO Ipenapara;

J) HOMep QapMakomeWHOW CTaThbu WIM B ClIy4ae €€ OTCYTCTBUS HOMEpP HOpPMaTHBHOM
JOKYMEHTAIUH JIN00 HOPMAaTUBHOTO IOKYMEHTA;

M) JaTa TOCYJapCTBEHHOH perucTpaluu JEeKapCTBEHHOTO NpenapaTa M €ro perucTpaldOHHBINA
HOMEp, JlaTa 3aME€Hbl PETUCTPAL[IOHHOIO YAOCTOBEPEHUs JIEKapCTBEHHOIO IIpernapara Ha OeccpodyHoe
PETUCTPALIMOHHOE  YAOCTOBEPEHUE JIEKApCTBEHHOIO Ipenapara, Jara IOAaud  3asBJIEHUSA O
IMMOATBCPKACHNN FOCYJIapCTBCHHOfI peructpanmuun JICKAPCTBCHHOT'O nmpemnapara, Jara OTMCHBI
roCy/1apCTBEHHOW PETUCTPALIUHU JIEKapCTBEHHOTO Mpenapara;

(B pen. ®exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

H) KAQYeCTBEHHBI COCTAaB M KOJMYECTBEHHBIM COCTaB JCHCTBYIOLIMX BEIIECTB M KaueCTBEHHBIN
COCTaB BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO MpeTapara;
(nm. "H" BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

0) uHpopmarrsg 000 BceX pa3pelIeHHbIX BUIaX BTOPUUHOH (TOTPEOUTENHCKON) YIaKOBKH;
(nm. "o" BBeaeH DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
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) Jara OPUHITHS PEHIeHHs O BO3MOXKHOCTH paccMaTpUBaTh JIEKapCTBEHHBIA MpemapaTr Mpu
rOCy/IapCTBEHHOW PETUCTPAIIMU B Ka4eCcTBE Op(haHHOTO JIEKApCTBEHHOTO Mpernapara (s JIeKapCTBEHHBIX
MIpernapaToB JUIsl MEAUIIUHCKOTO IPUMEHEHHS);

(mn. "n" BBenen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3aKoHa OT
27.12.2019 N 475-03)

p) Hamu4Me JEKApCTBEHHOIO IMpermapara B MEpPeYHEe >KU3HEHHO HEOOXOMUMBIX W BaXKHEHIINX
JIEKapCTBEHHBIX MPENapaToB (Il IEKaPCTBEHHBIX NMPENapaToB JIJIsl MEIULIUHCKOTO IPUMEHEHUS );
(mm. "p" BBemen deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3aKoHa OT
27.12.2019 N 475-03)

C) HaJM4Ke B JIGKAPCTBEHHOM IIpernapare HapKOTHUYECKUX CPENICTB, MCUXOTPOIHBIX BEIIECTB M UX
MIPEKypCcoOpoOB,  MOJUIeKalIMX KOHTpolto B  Poccuiickoii ~ Denepanuu, B  COOTBETCTBUH  C
3aKoHoarenbCcTBOM Poccuiickon denepanuu, MexxIyHapOaHbIMU JoroBopamu Poccuiickoit @enepanyu,
B TOM uucie EauHoil KOHBEHIMEH o HapkoTHyeckux cpeactBax 1961 roma u KonBeHmuen o
IICUXOTPOIHBIX BemecTBax 1971 rona;

(nm. "c" BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

T) uHboOpMamMs O TOM, SBJSIETCS JIM JAHHBIA JICKAPCTBEHHBIM mpenapaT pedepeHTHBIM
JIEKapCTBEHHBIM IIPENapaToM;
(nm. "1" BBeneH denepanbHpIM 3aK0HOM 0T 22.12.2014 N 429-03)

y) CBEIEHHUS O IojJaue 3asBJIECHUS O BHECEHUU M3MEHEHHUH B JOKYMEHTBI, coJepXaliuecs B
pErucTpaliMOHHOM JIOChE Ha JIEKapCTBEHHBIN Mpenapar;

ne, n

(mm. "y" BBeaeH DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)
¢) yrpatun cuny ¢ 1 mapta 2020 rona. - @enepanbubiii 3akoH oT 27.12.2019 N 475-03;

X) CpPOK BBEJICHHUS JIEKApPCTBEHHOTO Mpernapara A BEeTEpPUHAPHOTO MPUMEHEHHUs B TPa)JIaHCKUI
000poT;
(mm. "x" BBegen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-®3; B pen. ®enepalbHOTO 3aKOHA OT
30.01.2024 N 1-®3)

11) “HQOpMAIIHS O TOM, SBJISETCS JIU JaHHBIHN JIEKapCTBEHHBIN Ipenapar opQaHHbIM JIEKapCTBEHHBIM
npenapaTtoM, HMMMYHOOHOJIOTHYECKUM  JIEKAPCTBEHHBIM  TpemaparoM, paguodapMareBTUIECKUM
JIEKapCTBEHHBIM MpemapaToM, TOMEOMaTHYECKUM JIEKapCTBEHHBIM IMpemapaToM, OHOJIOTHYECKUM
JIEKApCTBEHHBIM ~ TpENapaToM, BBICOKOTEXHOJOTUYHBIM JICKAPCTBEHHBIM  TPEMapaToOM, BIEPBBIC
3apeructTpupoBaHHbIM B Poccuiickoilt degepanv B COOTBETCTBUM € HACTOSIIUM DefepanbHbIM 3aKOHOM
WJTU aKTaMH, COCTaBJIstomuMHy rmpaBo Coro3a;

(nm. "u" BBeneHn denepanbHbiM 3akoHOM OT 30.01.2024 N 1-03)

2) B OTHOLIEHUHU (PapMaleBTUUECKUX CYOCTaHIIMMA:

a) HauMeHOBaHHME (papmalleBTHUECKOH cyOcTaHIMKM (MEXKIYHApOJAHOE HENaTeHTOBAHHOE, WIIH
TPYNIIAPOBOYHOE, WM XHMHYECKOE M TOPrOBOE€ HAWMEHOBaHUS), ¢GopMma BHIMyCKa (C yKa3aHHEM
J03UPOBKH (IIPU HAJIMYKH), (PAaCOBKH U YIIAKOBKH);

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)
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0) HaMMEHOBAaHHME W aJpPeC MPOM3BOIUTENSA (PapMaIEeBTUUYECKON CyOCTaHIIMU (11 POCCHUHCKHUX
IOPUANYECKUX JUI - WICHTU(UKANMOHHBIA HOMep Hamorormarensimuka (MHH), ams wHOCTpaHHBIX
IOPUANYECKUX JIUIL - CTPaHa PETUCTPALK, HAMMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, perucTpaliOHHbIHN
HOMeEp, KOJI HAJIOrOIlJIaTEIbIIMKA B CTPAHE pEerucTpaliy (MHKOPIIOPALMK) WIM €r0 aHAJIOT);

(B pen. @enepanproro 3akoHa ot 30.01.2024 N 1-D3)

B) CPOK TOAHOCTH (hapMaleBTUYECKON CyOCTaHINY;
T') YCJIOBHUS XpaHEHUs (hapMaIleBTHYECKON CyOCTaHIINH;

o) HoMep ¢apMakomeWHOW CTaTbM WM B ClIy4ae €€ OTCYTCTBHSI HOMEpP HOPMAaTHBHOM
JOKYMEHTAIUH JTM00 HOPMAaTUBHOTO IOKYMEHTA;

€) Hammuue (papManeBTUICCKONW CYOCTAHIIMM B MEPEUYHE HAPKOTHYCCKHX CPEJICTB, TICHXOTPOITHBIX
BEIIECTB U UX IPEKYpPCOPOB, MOJUISKAIIMX KOHTpOdt B Poccuiickoit denepaiuu, B COOTBETCTBUU C
3aKoHomarenbcTBOM Poccuiickon denepanuu, MeKyHapoagHbIMU JoroBopamu Pocceuniickoit @enepanuu,
B TOM uucie EauHoil KOHBEHIMEH O HapkoTHyeckux cpeactBax 1961 roma u KonBeHmuen o
IICUXOTPOIHBIX BemecTBax 1971 roaa.
(nm. "e" BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

2. ®apmaiieBTHYECKas CyOCTaHIIUS, MPOU3BEIACHHAS IS peain3allii, MOXET OBITh BKIIIOUYEHA B
rOCy/IapCTBEHHBIH pEecTp JIEKApCTBEHHBIX CPEJICTB HAa OCHOBAaHWUU 3asBIICHUS pPa3pabOTUMKa WIIH
MIPOU3BOJIUTEINS JICKAPCTBEHHOTO CPEACTBA JHOO YIOJHOMOYEHHOIO UMM FOPHUIUYECKOrO JIMIA TPH
YCIIOBUU TIPOBEACHMSI B OTHOIIEHWU TakoW (QapMaineBTUYeCKol CyOCTaHIIMU JKCHEPTHU3bl KayecTBa
(dhapmarieBTHUECKONW CyOCTaHIIMM B TOPSIKE, YCTAaHOBIEHHOM cTaTheil 34 HacTosiiero deaepanbHOTO
3aKkoHa. B oTHomeHuM ¢apManeBTUYECKUX CYOCTaHIIUN, TPOU3BENEHHBIX U1 pealu3allu, B
roCy/1apCTBEHHOM PEECTpE JIEKAPCTBEHHBIX CPEACTB COACPKUTCS CAeAyIoLas HHPOpMaIus:

1) HauMeHoBaHUE (apMalleBTUYECKONH CyOCTaHIMM (MEXIyHapOAHOE HENAaTeHTOBAaHHOE, WU
TPYNIIMPOBOYHOE, WM XHMHUYECKOE M TOProBO€ HAaWMEHOBaHUS), ¢GopMma BHIMyCKa (C yKa3aHUEM
J03UPOBKH (U HAJIMYKH), (PACOBKH U YIIAKOBKH);

(B pen. ®exnepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2) HaMMEHOBaHUE, aJpec MPOU3BOAUTENS (papMaleBTUUECKOM CyOCTaHIIMM, a TAK)KE B OTHOLICHUU
JIEKAPCTBEHHBIX CPEJCTB Il MEJULMHCKOIO NMPUMEHEHHUS CBEICHUS O PETUCTPAlUU ITPOU3BOIAUTEIIS
¢dapmarieBTHUECKOH CyOCTaHIIMM B KayecTBE HAJOIOIUIATENbIIMKA B CTpaHe perucTpauuu (ass
POCCUHCKHMX HOPUIMYECKUX JIHIl - WICHTU(PUKAIMOHHBIM Homep Hamoromnatenbiiuka (MHH), nus
MHOCTPAHHBIX IOPUIMYECKHUX JIML[ - CTpaHa PETUCTPALlMM, HAMMEHOBAaHUE PErMCTPUPYIOLIETO OpraHa,
PErUCTPAlMOHHBI HOMEp, KOJI HAJIOTOIUIATENbIINKA B CTpaHe perucTpanuu (MHKOPIIOpALUU) UIH €ro
aHaJjor);

(. 2 B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (hapMalleBTUUECKOM CyOCTaHIINM;
4) ycnoBus XpaHeHusl papMarieBTUIECKON CyOCTaHIINM,

5) Homep (apmakoneiiHONH cTaTh JIMOO B cCllyyae €€ OTCYTCTBHS HOMEp HOPMAaTHUBHOU
JOKYMEHTAIlMU WJIM HOPMATUBHOTO TOKYMEHTA;

CrpaHuua 82 u3 163



®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

6) HayMure ¢apmareBTUYECKONH CyOCTaHIIMU B MEpPEYHE HAPKOTUUYECKUX CPEICTB, MCHXOTPOITHBIX
BEIIECTB M HMX NPEKYPCOPOB, MOJJIEKAIIUMX KOHTPOJIO B Poccuiickoii ®denepannu, B COOTBETCTBUU C
3aKoHoJaTeNbecTBOM Poccuiickoit denepainuu, MexayHapoIHbIMU JoroBopamu Poccuiickoit denepanuuy,
B TOM uuciae EnnHoil koHBeHIMEW O HapkoTuueckux cpeacrBax 1961 roma um KonBeHuuein o
MCUXOTPONHBIX BemecTBax 1971 roxa;

7) mara BKIOYEHUS (hapMaleBTHUECKOW CyOCTaHIIMM B TOCYNApPCTBEHHBIH PEeCTp JIEKApCTBEHHBIX
CPEeACTB, JaTa BHECEHHUs M3MEHEHHUH B JTOKYMEHTH! (hapMalleBTHUECKOM cyOCTaHIMU, AaTa UCKIIOUCHUS
(bapMarieBTHYeCKOl CyOCTaHIIMH U3 TOCYJapPCTBEHHOTO PEecTpa JEKapCTBEHHBIX CPECTB.

(dactb 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Tlopsimox BeAeHUS TOCYJApPCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB Uil METUIIMHCKOTO
MPUMEHEHUS] M TOPSAOK BEIEHUS TOCYAapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEIACTB Ui
BETEPUHAPHOTO TPUMEHEHHS YTBEPKIAIOTCS COOTBETCTBYIOIIMM YIIOJTHOMOYCHHBIM (heepambHbIM
OpPraHOM HCTIOJIHUTEIBHOM BIACTH.

IIpumeyanue.

[Tonoxxenus ct. 34 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromiuecs mpeA0CTaBICHU TOC. YCIYT MpU
oOpalieHun JIEKQpCTBEHHBIX CPEACTB JJIsi MEAMIIMHCKOIO ¥ BETEPUHAPHOTO IMPUMEHEHUS
MOCPEJICTBOM €IMHOM CHUCTEMBI U (W) eIuHOTO nopTtaina, npumenstores ¢ 01.01.2026.

Cratba 34. Bknro4yeHMe B rocyfapCTBEHHbIN pPeecTp JIeKapCTBEHHbIX CPeacTB U
MUCKIIOYEeHue n3 rocyaapcTBeHHOro peecTpa NeKapCTBEHHbIX cpeacTs
c¢hapmaueBTUYECKOM CyOCTaHLMK, NPOU3BEAEHHON ANA peanu3auum
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. Jns BxmroyeHHs ¢apMaleBTUYeCKOl CyOCTaHIIMM, TPOU3BEACHHON s peanu3allud, B
TOCYIapCTBEHHBIN PEeecTp JIEKAPCTBECHHBIX CPEJICTB, TPOBOJAMUTCS IKCIIEPTH3a €€ KaueCTRa.
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

2. DKcnepTH3a KayecTBa yKa3aHHOU B yacTu | HacTosiel cratbu (papMaleBTHUeCKON cyOCcTaHINH,
COCTABJICHUE KOMHUCCHUEH SKCIEPTOB 3aKIFOYEHHUI IO PE3yJIbTaTaM 3TOW JKCIEPTHU3bl, MOANHUCAHUE HX
YCWJIEHHBIMH KBaTM()UIMPOBAHHBIMU 3JIEKTPOHHBIMU MOANMCIMU, HAIIPABJIEHUE JTaHHBIX 3aKJIIOUCHU B
JMYHBIA KaOWHET YIOJTHOMOUYEHHOTO (hefiepalibHOro opraHa MCHOJIHUTEIBHONW BIACTH B €JMHOM cHUcTeMe
OCYIIECTBIISIIOTCSA B CPOK, HE MPEBBIIAOIMUN TpUALATH pabounux AHEH co AHS HamnpaBiICHUS B JIMYHBIN
KaOMHET HKCHEPTHOrO YUPEXkACHUS B €AMHOM CHCTEME COOTBETCTBYIOIIETO 3aJlaHHs YIOJTHOMOUYEHHOTO
(denepanbHOrO0 OpraHa HCIOJIHUTEIBLHOW BIIACTH, MOJANHUCAHHOTO YCHUJICHHOW KBaTU(PHUIMPOBAHHON
3JIEKTPOHHON MOAMMUCHIO, U CIEAYIONUX JOKYMEHTOB (CBEICHU):

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) cBegeHust o gaTe MPEAOCTABICHUS M PETUCTPALMOHHOM HOMEpPE JIMIIEH3UM Ha MPOU3BOACTBO
JICKApCTBCHHBIX CPEACTB WJIM CBECACHHA O JaTrce MNpCAOCTAaBJICHUA W PETUCTPAIMOHHOM HOMEPEC
3aKJIIOYEHUS O COOTBETCTBHHM TPOW3BOAUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM MPaBUI
HaJuIexalleid TMPOU3BOACTBEHHON MPaKTUKU, BbIAAHHBIX (TPEJOCTAaBICHHBIX) YIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HCIOJTHUTENBHOM BJIACTH, B Clydae, €CJIM MPOM3BOACTBO JIEKaPCTBEHHOTO
cpeacTBa ocyuiecTBisieTcs: B Pocculickoit @enepanuu;
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(B pen. @enepanbubix 3akoHOB 0T 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) KOImUugd JOKYMCHTA, BBIJAHHOI'O YIIOJHOMOYCHHBIM OpraHoM CTpaHbl IIPOU3BOJAUTCIIA
JIEKapCTBEHHOTO CPEACTBA U TOATBEPKIAIOIIETO Pa3pelIeHne MPOU3BOJICTBA JIEKAPCTBEHHOTO CPE/ICTBA,
U €ro NepeBoJl Ha PYCCKU SA3bIK, 3aBEPEHHBIC B YCTAHOBICHHOM MOPSIKE, a TAKXKe KOS 3aKJIIOYCHUS O
COOTBETCTBUHM  IIPOM3BOAMTENS  JICKAPCTBEHHBIX CPEACTB  TPEeOOBAaHMSAM TpaBWI  HajJIexamien
HpOI/I?;BOI[CTBeHHOﬁ IMMPAaKTHUKH, BBIJAHHOI'O YIIOJITHOMOYCHHBIM (beﬂepaHBHBIM OopraHomM HWCIIOTHUTEIBHOM
BJIACTH, OO KOS PEHICHUs YIOJHOMOYEHHOTo (elepalbHOr0 OpraHa WCIIOJIHUTEIBHOW BIIACTH O
IMPOBCACHUHN q)apMaHeBTquCKOﬁ HWHCIICKIWHU IIPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB JIsI MECAULIUHCKOT'O
NPUMEHEHHsT HA COOTBETCTBHE TPEOOBAaHHMAM MPAaBWJI HAAJICKAlled IPOM3BOJCTBEHHON IPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOTO COI03a. YKAa3aHHBIC JOKYMEHTHI IPECTaBJIAIOTCS B Clydae, €CIH
IPOM3BOCTBO JIEKAPCTBEHHOTO CPEJICTBA OCYLIECTRIsAETCA 3a npenenamu Poccuiickoit @enepanny;

(B pen. @enepanbubix 3aKk0HOB 0T 04.06.2018 N 140-®3, ot 30.01.2024 N 1-D3)

3) IOKYMEHT, COJIEpKAIUi CIeIyIOIINe CBeICHHS O (papMaleBTHUECKOM CyOCTaHIINN:
a) HaMMeHOBaHMEe PapMaIeBTUICCKON CyOCTaHIIUH, € CTPYKTypa, OOIIHe CBONCTBA;
0) HAaMMEHOBAHUE U AJPEC MPOU3BOUTEIS,

B) TCXHOJIOTHA IMPOU3BOACTBA C OIMMCAHUEM CTaIII/Iﬁ IMPOMU3BOACTBA U MCTOAOB KOHTPOJIS Ha BCCX
CTaluAX IIPOU3BOJCTBA,

T') OIMCaHue Pa3pabOTKH MPOIiecca IIPOU3BOACTBA;

I[) OIMMMCAHUC KOHTPOJIA KPUTHYCCKUX CTaI[I/II\/'I mnponecca IMpOU3BOACTBA U HpOMC)KYTO‘lHOP’I
TIPOJTyKIIMH;

€) JOKyMEHTaJIbHOE MOATBEPKACHUE (BaTHMIAIMs) IPOLIECCOB U (MJIM) UX OLIEHKA;
7K) CBOMCTBA M CTPYKTypa JIEHCTBYIOIINX BEIIECTB;

3) XapaKTepUCTUKA IPUMECEeH;

n) crienrdukanys Ha papMaleBTHUECKYIO CyOCTaHIIUIO U €€ 000CHOBAHMUE;

K) aHaJUTHYECKHe METOJUKH, WCIONb3yeMble TPH OCYIIECTBICHHH KOHTPOJSI KadecTBa
(hapmareBTHUeCKON CyOCTaHITNH;

J) JOKyMEHTaJIbHOE IMOATBEPXKACHUE (BaTMIAIMs) aHATUTUYECKHMX METOAMK, UCIONb3YEeMbIX IMPH
OCYIIECTBJICHUH KOHTPOJISl KauecTBa (papMalieBTUYeCcKoi cyOCcTaHIUY;

M) pe3yJIbTaThl aHAJIN3a cepuil papmaneBTHUECKON cyOCTaHIINN;

H) MEPCUCHb CTAaHAAPTHBIX 06pa3u03 WM BEIICCTB, UCIIOJB3YEMBIX PN OCYHICCTBJICHUN KOHTPOJIA
KadycCTBa,

0) ONMCAHNE XaPAKTEPUCTUK U CBOMCTB YIIaKOBOYHBIX MAaTEPHUAJIOB U YKYIOPOUHBIX CPEJICTB;
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1) JJaHHBIC O CTAOUIILHOCTH (hapMaIeBTUUECKON CyOCTaHIINH;
P) CPOK FOJIHOCTH;

4) TOKYMEHT, COACpKaIlMii CBEICHHS O PETUCTPAIMH IPOU3BOUTEISI JIGKAPCTBEHHBIX CPEACTB JUISI
MEIULUHCKOTO MPUMEHEHHsI B Ka4eCTBE HAJIOTOIUIATEIIbIINKA B CTPAHE PEerucTpanuu (s POCCHUCKHUX
IOPUINYECKHUX JIMIl - HIEeHTH(UKAIMOHHBIM HOMep Haiororuiatensimka (MHH), mns wmHOCTpaHHBIX
IOPUINYECKHX JIUI] - CTPaHa PEruCTPallii, HAMMEHOBAHHE PETUCTPUPYIOIIETO OpTraHa, pEerucTpaiiOHHBIN
HOMED, KOJI HAJIOTOIUIATEIIbINNKA B CTPAHE PETHUCTPAIUU (MHKOPIIOPAIMH) HIIK €0 aHAJIOT).

(. 4 BBeneH PenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(dactb 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlna mpoBeneHuss SKCIEPTU3bl KayecTBa YyKa3aHHOM B dyacTh 1| Hacrosuied cTaTbu
dapmaileBTHUECKOM  CcyOCTaHLMM 3asBUTEIb HAMpaBIsIeT MOCPEACTBOM EAMHOTO TopTala B
YIIOJIHOMOYEHHBIM  (efepalibHBIA  OpraH  WUCIOJIHUTEIBHOM  BIACTH WM  JIMYHBIA ~ KaOWHET
YIOJIHOMOYEHHOTO (eiepalIbHOr0 OpraHa UCIOJHUTENIBHOM BIACTH B €IMHON CHCTEME:

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) 3asBiIeHME O BKJIIOUYEHUMM B TOCYAAPCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEICTB JAHHOU
dapMarieBTHYECKOH CyOCTaHIMM, MOMMUCAHHOE YCWJIEHHOW KBAIM(UIIMPOBAHHOW 3IEKTPOHHOM
MIOJINCHIO;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

2) peKBU3UTHI TOKYMEHTa, MOATBEPKAAIOIIECTO YIIaTy TOCYyAapCTBEHHON MOLUTHHBI 32 BKIIOYCHHE
B TOCYJapCTBEHHBIH PEecTp JIEKAPCTBEHHBIX CPEICTB (papMareBTUUYECKONW CyOCTaHIIMHU, TTPOU3BEICHHOM
JUIS  peanu3anuu, Ju00 MO COOCTBEHHOW WHHIIMATUBE YKAa3aHHBIA JIOKYMEHT. YTOJTHOMOYEHHBIH
denepanbHBI OpraH HWCIOJTHUTEIBLHOW BJIACTH TpOBEpsieT (HaKT yIUIaThl TOCYJAPCTBEHHOHN IOILTUHBI
3asiBUTENIEM C MCIOJIb30BaHWEM MHGpOpMaIuU 00 yIuiaTe ToCyJapCTBEHHOM MOIUTHHBI, COJEpIKaIIelics B
locynapcTBeHHON MH(DOPMAIIMOHHOW CHCTEME O TOCYJAAPCTBEHHBIX W MYHHUIMIAIBHBIX IIATEKaX, Ha
OCHOBAaHUHU TPEJCTABICHHBIX 3asABUTEIEM PEKBU3UTOB JOKYMEHTa, MOJTBEPKIAIOUIET0 YIaTy
rOCy/IapCTBEHHOM MOILIJIUHBIL;
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N 1-D3)

3) IOKYMEHTBI, yKa3aHHBIE B UaCTH 2 HACTOAIIEH CTaThU;
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

4) 3asBNeHUE O BblJaye paspemieHus Ha BBo3 B Poccuiickyio denepannio KOHKPETHON MapTHH
HE3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEACTBA, NPEJHA3HAYEHHOI'O JUIsl IPOBEICHMS yKa3aHHOU
JKCIEPTU3BI.

(. 4 BBennen PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3.1. B cnyuae HenpeacTaBlIeHHMsI C 3asBICHHEM O BKJIIOUEHHH B TOCYJapCTBEHHBIM peecTp
JIEKapCTBEHHBIX  CPEJICTB  (hapMaleBTHUECKOW  CyOCTAaHIIMM  BBIAABAEMBIX  (TIPEIOCTABISEMBIX)
YIOJHOMOYEHHBIMU (helepaJbHBIMU OpraHaMU MCIIOJHUTEIBHOW BIIACTH JOKYMEHTOB (CBEICHMI),
yKa3aHHBIX B MyHKTax | M 2 4YacTH 2 HACTOSIIEH CTAaTbH, YIOJHOMOUYEHHBIH (enepaabHbIi OpraH
WCIIOJIHUTENIBHOM  BJIACTH  3alpallldBaeT  yKa3aHHbIE  JIOKyMEHTbl  (CBEJECHHS) B  MOPAJKE
MEXBEJJOMCTBEHHOT'O HH()OPMAITMOHHOTO B3aUMOJICHCTBHUS.

(dactp 3.1 BBeaeHa denepanbHbIM 3akoHOM OT 27.12.2019 N 478-D3; B pen. DeaepanbHOrO 3aKOHA OT
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30.01.2024 N 1-®3)

4. B Teuenue natu pabounx JHEH CO THS NPUHATHS 3asSBJICHUS O BKIIOUYEHUHU YKa3aHHOM B yacTu 1
HacTosIeH cTaThy (papMalleBTUYECKOI cyOCTaHIIMK B TOCYAAPCTBEHHBINH PEECTP JIEKAPCTBEHHBIX CPE/ICTB
U TOKyMEHTOB, IIEPEUUCIIEHHBIX B 4acTU | M MyHKTe 2 yacTU 3 HACTOSILIEH CTAaTbU, YIOJIHOMOYEHHBIN
(benepanbHbIN OpraH UCIOJHUTEIbHOMN BIIACTH:

(B pen. @exnepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

1) IPOBOJMT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH JAHHBIX, COACPKAIIUXCS B MPEICTABICHHBIX
3asiBUTEIIEM JIOKYMEHTAX;
(B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NPUHUMAET pELICHUE O HANpaBICHUM B SKCIEPTHOE YUPEXKJIECHUE 3a/laHusl Ha IPOBEJIECHUE
HKCHEPTHU3bl KaUeCTBa yKa3aHHOM B 4acTH | HacTosIel cTtaTby apMalieBTUYeCKol cyOCcTaHIMU Ui 00
OTKa3€e B TAKOM HallpaBJICHUU;

3) HampaBiseT B JMYHBIH KaOWMHET 3asABUTENS B CIUHOM CHUCTEME IIOANMCAHHOE YCHIJICHHOU
KBaJTM(UIIMPOBAHHON AJIEKTPOHHOHN TOMHCHIO YBEIOMIICHHE O IIPUHITOM PEIICHUHU WK B CIIydae OTKaza
C yKa3aHHWEM MTPUYHMH TaKOTO OTKa3a.

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

4.1. B cinyuae BbISIBIEHUS HEJOCTOBEPHOCTH U (WJIM) HEJOCTATOYHOCTH CBEACHUH, COIEpKAILUXCS B
MPEJCTABIICHHBIX 3asBUTEIIEM MaTepuanax, YINOJTHOMOYCHHBIH (elepaibHblii OpraH HMCIIOJIHUTEIBHON
BJIACTU HAIpaBJIAET 3aABUTENIO MOCPEJICTBOM E€AMHOrO IMOpTaja WIM B JIMYHBIA KaOWHET 3asBUTENS B
€IMHOM cuctemMe 3anpoc 00 yTOYHEHMM YKa3aHHBIX CBEJCHHM, TOINMCAHHBIN yCHUJICHHOU
KBAJIM(HUIIUPOBAHHON AJIEKTPOHHOH MOAMHUCHIO.

(uactsb 4.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asButenb 00s3aH HAIPaBUTh IIOCPEJICTBOM €IMHOIO TMoOpTaja B YHOJIHOMOYECHHBIH
(benepanbHBI OpraH MCIOJIHUTEILHONW BIACTH WM JMYHBIM KaOMHET yMOJIHOMOYEHHOTO (eaepanbHOro
OpraHa HCIOJHMUTENbHOW BJIACTH B €JUMHON CHUCTEME IMOJIMUCAHHBIM YCHJIEHHOW KBaJIM(UIIMPOBAHHOM
JIEKTPOHHON TOAMKCHI0 OTBET HA 3aIPOC YIOJIHOMOYEHHOrO (heAepalbHOrO0 OpraHa HMCIOJHUTEIbHON
BJIACTU B CPOK, HE NPEBBIMIAIOIIMN NEBSHOCTA PadOYMX JHEH CO THS MOJY4YEHHs YMOJTHOMOUYEHHBIM
(benepanbHBIM OPraHOM MCIIOJHUTEIBHON BJIACTH 3JIEKTPOHHOTO YBEJAOMIICHHUS O MOJIYYEHUHU 3asiBUTENIEM
naHHoro 3ampoca. Cpok, yKa3aHHBIM B 4YacTH 4 HAcTOSALIEH CTaTbU, NPUOCTAHABIUBAETCS CO JIHA
HaIpaBJIEHUs 3asBUTEIIO MOCPEICTBOM €IMHOIO MopTaja WIM B JIMYHBIA KaOWHET 3asBUTENS B €IUHOU
CHCTEME 3ampoca YIOJHOMOYEHHOro (heAepaJbHOrO OpraHa HCIOJHUTENbHON BJIACTH IO JTHS
HaIpaBJIEHUsl 3asgBUTENIEM IOCPEICTBOM €IMHOTO IMOpTaja B YIOJIHOMOYEHHBIH (enepaiabHbli OopraH
UCTIOJHUTENIBHOM  BJIACTH MM  JIMYHBIA KaOWHET  yINOJHOMOYEHHOro (efepalbHOro  OopraHa
WCIIOJIHUTENIBHON BJAacTH B €IMHOM cHCTeMe OTBeTa Ha JaHHBIA 3alpoc M HE YUYHUTHIBAETCS MpH
HCUHCIIEHUU CpOKa OJKCIEePTH3bl KadecTBa (hapMaleBTUUECKOM CyOCTaHLMHU, NPOU3BEIACHHONW IS
peanu3anum.

(uactsb 4.2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHoBaHMEM JJis OTKa3a B HAIPaBICHUU B IKCIEPTHOE yUpEKJEHUE 3aJaHMsI Ha MPOBEACHUE
HKCHEpPTH3bl KauecTBa YyKa3aHHOM B yacTh 1 HacTosmed craTbu (apMaleBTUYECKOH CyOCTaHLIUU
SBJIIETCS HEMNpEJCTaBJI€HWE JOKYMEHTOB, YKa3aHHbIX B 4YacTH 2 HACTOSIIIEW CTaTbU, OTCYTCTBHUE
uHboOpMalMY, TMOATBEpXKAAOLWEH (akT ymiaaTel TOCYJapCTBEHHON MONUIMHBI 33  BKIIOYEHHUE
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(dapmaieBTUUECKON CyOCTaHIIMM, TPOU3BEACHHON /i pealu3aldd, B TOCYAapCTBEHHBIH peecTp
JIEKApCTBEHHBIX CPEJCTB, HENPEACTABICHUE 3asBUTENIEM B YCTAHOBJIICHHBIA CPOK OTBETA HA YKA3aHHBINA B
yactu 4.1 HacTosIIeH cTaThy 3alpOC YIOJIHOMOUYEHHOTO (efiepalbHOr0 OpraHa UCIIOJHUTENLHON BIaCTH
WJIM TIPEJICTABIICHUE IOKYMEHTOB, HE COICPIKAIINX HCUEPITBIBAIOIIETO MEPEYHSI HEOOXOIUMBIX CBEICHHUIA.
(dactb 5 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenue mnsATHamuaTH pabOUYMX JHEH CO JHSA MOJYYEHHUS PEIICHUS YIOJIHOMOYEHHOTO
(benepanbHOro opraHa UCIOJHUTEIBHON BJIACTH O HAIMPABJICHUU B DKCHEPTHOE YUpeKJEHUE 3aJaHus Ha
MIPOBEJICHUE DKCIEPTH3bl KadyecTBa YyKa3aHHOW B dYacTH | Hacrosimeld cratbu ¢apMareBTUYCCKOM
CyOCTaHIIMM 3asBUTENb MPEACTABISET B SKCIEPTHOE YUPEKACHUE Ui NMPOBEACHUS JaHHOW HKCIIEPTU3BI
o0pa3iel (hapMareBTHUECKON CyOCTaHIIMK B KOJMYECTBE, HEOOXOIMMOM JUIsl BOCIIPOU3BEICHUS METOJIOB
KOHTPOJISl KauecTBa. OKCIEPTHOE YUYPEXKJACHHE NpPHU MONy4YeHHUH OOpa3loB yKa3aHHOM B yacTu 1
HacTOsIIEH CTaThbM (PapMalEeBTUYECKON CyOCTaHIIMM B TOT K€ JI€Hb HANpaBJISICT B JIMYHBIA KaOWHET
3asiBUTENSl B €IMHOM CHCTeMe yBEJIOMJICHHE, MMOATBEPKAA0IIee MOTydYeHne ITUX 00paslioB. DTH CPOKH
HE BKJIFOYAOTCS B CPOK MPOBEJICHUS JAHHOW SKCIIEPTU3HI.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N 1-D3)

7. YTpatun cuny. - @eaepanbubiii 3akoH oT 30.01.2024 N 1-03.

8. B cpok, He MpeBBIMIAIONINN MATH paboyux THEH CO JHSA HaNpaBlIEHUS MOCPEICTBOM €IUHOTO
rnoprajia B YIOJHOMOYEHHBIM (enepasbHbld OpraH MCIOJHUTEIHHOM BIACTH WM JIMYHBIA KaOWHET
YIOJHOMOYEHHOTO (hefepaibHOr0 OpraHa HCIOJHUTENIBHON BJIAcTH B €IMHON CHCTEME 3aKIIOYEeHUS
KOMHUCCHH SKCIIEPTOB IO pe3yibTaTaM 3KCIEPTU3bl KauecTBa yKa3aHHOM B yacTH | HacToslel craTbu
(bapmalleBTHUECKOI cyOCTaHIINU, YIIOJTHOMOUYEHHBIN (heqepaabHblid OpraH UCIIOJHUTEIBHON BIACTH:

(B pen. ®exnepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) ocymiecTBIseT OLEHKY TaKOI'O 3aKJIHYEHUs JAJs ONpEeIeNeHHs €ro COOTBETCTBHS 3a/laHUIO Ha
MIPOBEACHUE TAHHOW IKCIIEPTU3BI;

2) mpUHUMAET pellleHre O BKIIOUYEHNUN YKa3aHHOM B yacTu | HacTosIel cTaThu hapMaleBTUYECKOM
cyOCTaHIIMM B TOCYJApCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEJACTB WM pelleHne o0 OTKaze B TaKOM
BKJIFOUCHUU;

3) BHOCUT MNpH NPHUHITUM DPELICHUS O BKJIIOUYEHUWM YKa3aHHOM B yacTH | Hacrosmied craTbu
¢dapmarieBTHUeCKOH ~ CyOCTaHLIMM B TOCYHApCTBEHHBIM  peecTp  JICKapCTBEHHBIX  CPEICTB
MIPEeyCMOTPEHHYIO YacThio 2 cTaThi 33 Hactosuiero denepanbHOro 3akoHa HH(OPMALIMIO U HATIPaBIISIET
3asBUTENIO TOCPEACTBOM €IUMHOIO MopTaja WM B JIMUHBIA KaOWMHET 3asBUTENS B €IMHON CHCTEMe
BBIMHICKY U3 FOCYJapCTBEHHOTO peecTpa JeKapCTBEHHBIX CPEJICTB.

(B pen. ®enepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-D3, or 30.01.2024 N
1-®3)

9. OcHoBaHueM il OTKa3a BO BKJIIOYEHUM YKa3aHHOM B dacTh | Hacrosuied craTbu
(hapmareBTHUeCKO CyOCTaHIIMM B TOCYAAPCTBEHHBIM PEECTp JEKAPCTBEHHBIX CPEICTB SIBISETCS
3aKJIFOYEHHE COOTBETCTBYIOIIETO YIMOJIHOMOYEHHOTO (efepaibHOrO OpraHa MCHOJHUTENHHOW BIACTH O
TOM, 4TO KauecTBO (hapMalleBTHUECKOM CyOCTaHIIUN HE TIOITBEPKIACHO MOTYUYEHHBIMHU JaHHBIMH.

(uactp 9 BBenena DenepanbHbiM 3akoHOM 0T 22.10.2014 N 313-03; B pen. PenepaibHOTO 3aKOHA OT
04.06.2018 N 140-D3)
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10. He pomyckaeTrcsi BKJIIOUEHHE B TOCYJIAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB OAHOU
(hapmalneBTHUECKON CyOCTaHIIMH, MMPOU3BEACHHON AJIsi pealu3allid U BBITYCKAaeMOW OJIHUM U TEM JKe
MIPOU3BOIUTENIEM, B BUJE IBYX U O0JIee peecTPOBBIX 3aIUCEH.

(dactpb 10 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. BHecenue u3MeHeHul B JOKYMEHTHI Ha (papMalleBTUYECKYIO CyOCTaHIINIO, TPOU3BEICHHYIO IS
peanu3alui U BKIIOYEHHYIO B TOCYJApPCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEACTB, OCYIIECTBISETCS B
nopsifike, ycraHoBiieHHOM crtatbsiMu 30 u 31 wHacrosmero ®denepanbHOro 3aKoHa, C YIUIATOM
roCyIapCTBEHHOM IMOLIJIMHBI, TPEAYCMOTPEHHOMN 3aKOHOAATENBCTBOM Poccuiickoi denepaunn o HajIorax
u cOopax.

(dactb 11 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

[Tpumeuanwue.
O Bo3MOXXHOCTH OOpamieHus: (GapManeBTUYECKON CyOCTaHIIMHM, MCKIIOYEHHOH U3 TOoCpeecTpa, CM.
tarxke @3 ot 30.01.2024 N 1-D3.

12. Jlonyckaercss oOparmieHue (hapMareBTHUSCKONH CyOCTaHIIMM 1O WCTEYCHHUS CPOKa TOTHOCTH,
MPOM3BEACHHON M pealu3allid B TEUYEHHWE CTa BOCBMHUAECATH JHEH Tocie JaThl MPHHITHS
YIOJHOMOYCHHBIM (DellepabHbIM OPTaHOM HCITOJHUTEIIBHON BIACTH PEUICHUS O BHECEHUU W3MCHEHUU B
JOKYMEHTHI Ha (hapMalleBTHUECKYIO0 CyOCTaHIMIO, B COOTBETCTBHM ¢ WH(pOpMaluel, cojeprKalencs B
JOKYMEHTaX Ha (hapMareBTHUECKYIO CyOCTaHITHIO JIO ATl PUHSATHS TAKOTO PEIICHUS.

(uacth 12 B pen. @eaepanpHoro 3akona ot 30.01.2024 N 1-03)

13. Pemenne 00 MCKIIOYEHMH U3 TOCYIJAPCTBEHHOTO pPEECTpa JIEKAPCTBEHHBIX CPEACTB
(bapmarieBTHUECKONH CyOCTaHLIMM, NMPOU3BENCHHON A pealn3alud, NPUHUMAETCS YHOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM UCIOJIHUTEIBHOM BIACTH B CIyYae:

1) MNpeaACTaBJICHHUA COOTBETCTBYOUIUM YITOJIHOMOYCHHBIM (bez[epaanHM OpraHoM HCIIOJHUTEIbHOMN
BJIACTU 3aKIIOYCHUA O PHUCKE HIIN 00 YIpo3€ KU3HU WKW 3J0POBBIO YCIIOBCKA JIHOO0 KMBOTHOTO npu
HCIIOJIb30BAHHHU JICKAPCTBCHHOI'O CPCACTBA;

2) HanpaBieHHs pa3pabOTUNKOM JIEKAPCTBEHHOT'O CPEACTBA MIIM MPOU3BOJUTENIEM JIEKAPCTBEHHOTO
cpezacTBa MO0 YHOIHOMOYEHHBIM UMM APYTUM IOPUAMYECKHM JIMLOM MOCPEICTBOM €IMHOTO MopTalia B
YIIOJITHOMOYEHHBIM  (hefiepasibHBIA  OpraH  WCIOJTHUTEIBHOW  BIACTH WM  JIMYHBIA ~ KaOWHET
YIIOJIHOMOYEHHOT0 (heZiepalbHOTO OpraHa MCIOJHUTEIBHON BJIACTH B €IMHOM CHUCTEME MOANHUCAHHOTO
YCWJIEHHON  KBaJU(UIMPOBAHHOW  3JEKTPOHHOW TMOANUCHIO 3asBiIE€HUS 00 HCKIIOYEHUH U3
TOCYJapCTBEHHOTO PeecTpa JIEKAPCTBEHHBIX CPEICTB (hapMaleBTHUECKOW CyOCTaHIIUH, MPOU3BEIEHHON
JUISL peau3alum;

(1. 2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

[Ipumeuanmue.
C 01.01.2026 m. 3 4. 13 cr. 34 He pacmpocTpaHseTcss Ha NPABOOTHOLIEHMS, BO3HUKAIOIIUE MPHU
oOpaleHuu JTeKapCTBEHHBIX CPEACTB AT MenuHCKOTO ipuMeHeHus (D3 ot 30.01.2024 N 1-D3).
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3) orcytcTBUA (hapMalleBTUUECKON cyOCTaHIIMU, MPOU3BEACHHON sl pealin3aliy, B 0OpaIieHuu B
Poccuiickoii @enepanuu B Te4eHUE TpeX U OoJiee JeT.
(dactpb 13 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratbsa 35. YTpatuna cuny ¢ 1 nronsa 2015 ropa. - PeagepanbHbIA 3aKOH oT 22.12.2014
N 429-93.

Cratba 36. OOxanoBaHue peweHUMA OO0 oOTKasze B BblAaye paspelleHus Ha
npoBeAeHWe KIIMHUMYECKOro MccrneaoBaHUs JeKapCTBEHHOro npenapara, pewweHuss o6
OTKase B rocyfapCTBEHHOM perucTpaumu JieKapCTBEHHOro npenapara, 3akfo4eHus
KOMMCCUM IKCNEePTOB IKCMEPTHOro yYpeXXaeHUA Unm 3akno4yeHusa coBeTa no 3Tmke

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Pemienue cOOTBETCTBYIOIIEIO YIOJIHOMOYEHHOrO (e1epajbHOI0 OpraHa MCIOJIHUTENbHON BIIACTH
00 OTKa3e B BbayYe pa3pelieHUs] Ha MPOBEACHUE KIMHUYECKOTO HCCIICAOBAaHUS JIEKAPCTBEHHOTO
Ipernapara, pelleHHe YyKa3aHHOro (eaepanbHOro oOpraHa HCIOJHUTENIBHOW BIIACTM 00 OTKa3e B
rOCyJapCTBEHHOM pPETUCTpalMU JIEKAPCTBEHHOIO IIpernapara, 3akiIIOUYEHHE KOMHCCUM JKCIEPTOB
HKCHEPTHOIO YUPEXKJICHUS MM 3aKJIIOYEHHE COBETa 10 3THUKE MOXKET ObITh 00XalloBaHO B IOPSJIKE,
YCTaHOBJIEHHOM 3aKkoHojaTenbcTBOM Poccuiickoit ®denepaunu. 3akiaOdeHHE KOMMCCHUU SKCIEPTOB
9KCIIEPTHOIO YUYPEKACHHUS O B3aMMO3AMEHSEMOCTH JIEKapCTBEHHBIX IPENaparoB Ul MEJUIMHCKOTO
MIPUMEHEHHUSI TUOO O TOM, UTO JIEKAPCTBEHHBIN IMpenapaT A MEAUIMHCKOrO NMPUMEHEHMS HE SIBJIAETCS
B3aMMO3aMEHAEMBbIM, MOXXET OBITh O00KaJOBAaHO Jep)KaTeleM WIM BIIAJENbLEM PErUCTPallMOHHOIO
YI0CTOBEpPEHHUS JIEKAPCTBEHHOTO TpernapaTa B YIOJIHOMOYEHHBIN (efiepalbHbIN OpraH UCIOJHUTEIHHOM
BJIACTH, KOTOPBIM NMPUBIEKAET K PACCMOTPEHHUIO YKAa3aHHOW >KasoObl MOJABEIOMCTBEHHBIE €My Hay4yHbIE
OpraHM3aliii W  o0pa3oBaTelbHbIE OpraHU3allid  BBICHIETO  00pa3o0BaHUS, OCYLIECTBISIOIINE
JesTeNbHOCTh B c(epe oOpallleHusl JIEKapCTBEHHBIX CPEACTB. 3aKIOYEHHE KOMMCCHUHU D3KCIIEpPTOB
AKCIIEPTHOTO YUpEeXKJEHUs, OQPOPMIIEHHOE II0 HTOTaM IE€PecMOTpa O0KAJOBAaHHOIO 3aKIIOYEHHUS
9KCIEepTa, MOXKET OBITh OCHOPEHO JepiKaTeNleM WM BIAJAEibIIeM PErHCTPALMOHHOTO YI0CTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernapara Ju00 YHNOJHOMOYEHHBIM HMMH JIMIOM B TMOPSAJIKE, YCTAaHOBJIEHHOM
3akoHojaTtenbcTBOM Poccuiickoit ®enepanuu. Ilpm o0XxanoBaHWM peLIEHUS YINOJTHOMOUYEHHOI'O
(denepanbHOro oOpraHa HCIOJIHUTEIBHOW BIIACTH, 3aKJIIOYEHMsI 3KCIEepTa WIM KOMHUCCUU JKCIEPTOB
9KCIIEPTHOTO YUPEXKJIEHUS, 3aKIIOUEHHUS COBETA IO ITUKE JEPXKATeNlb WM BIIAJEIIEl] PETUCTPALlMOHHOIO
YAOCTOBEPEHUS JIEKApCTBEHHOTO IMpernapara 00 YNOJIHOMOUYEHHOE HMMH JIMIIO BIIpaBe MPEICTABUTH
pe3yJIbTaThl JKCIEPTU3bl JIEKAPCTBEHHOI'O IIpenapara, MPOTOKOJbI IMOJYyYEHHBIX aKKpEIUTOBAaHHBIMU
UCIBITaTEIbHBIMU JIA00PATOPUAMU (LIEHTPaMH) PE3yJIbTAaTOB UCCIIEI0OBAaHUM, UCIIBITAHUH.
(B pen. denepanbHoro 3akona ot 27.12.2019 N 475-03)

Cratba 37. WUHdopmauusa, cBfA3aHHas C oOcCyLeCTBNEHUEM rocyAapCTBEHHOW
percTpauMm uWnM perucTpauum nekKapcTBEeHHbIX MpenapaTtoB, WHdopmauusa o
3aperMcTpMpoBaHHbIX JleKapCTBEHHbIX Mpenapartax W JfeKapCcTBeHHbIX Mpenaparax,
MUCKMNIOYEHHbIX U3 rocyapCTBEHHOro peecTpa fiekapCcTBeHHbIX CpeAcTB
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1. CoOTBETCTBYIOIINI YITOTHOMOUYEHHBIN (heiepaabHbIi OpraH UCIIOTHUTEIHHON BIACTH pa3MeIaeT
Ha cBoeM oduuuaibHOM caiite B cetu "HHTepHer" uHpOpMaIuio, CBSI3aHHYIO C OCYIIECTBICHHEM
rOCyJapCTBEHHOM pPETUCTpAlUU WU PETUCTPALlUM JIEKAPCTBEHHBIX IIPENaparoB, B TOM 4HCIIE
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MPOBEJICHUEM DKCIEPTH3bl JICKAPCTBEHHBIX CPEACTB  (BKIIOYAs pe3yibTaThl €¢ IPOBEICHUS),
WH(OPMAILIMIO O 33aPETHCTPUPOBAHHBIX JICKAPCTBEHHBIX MpermapaTax W JIEKapCTBEHHBIX Ipernaparax,
UCKJIFOUYEHHBIX M3 TOCYIApCTBEHHOTO PEecTpa JICKapCTBEHHBIX CPEJICTB, HE IMO3JHEE YeM 4epe3 IsTh
paboumx THEH CO JHS MONTYYCHHs YIIOJTHOMOYEHHBIM (peIepaIbHBIM OPTaHOM HCIIOTHHUTEIHLHOW BIIACTH
COOTBETCTBYIOIIECH NH(OPMAIIHH.

(B pen. denepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N
1-®3)

2. Cpoku W TOpSAIOK pa3MENIeHUs YKa3aHHOW B 4acTH | HacTosmed cratbu WHPOpPMAIUU
YCTaHABJIUBAIOTCS YIOJHOMOYEHHBIM (eJIepaibHBIM OPraHOM HMCIOJHUTEIBHON Biactu. MHpopManus,
yYKa3aHHAs B YacTH | HACTOSMICH CTAaThbU, SBISETCS OTKPBITOH M OOIIEAOCTYITHOW W TPEIOCTaBIISACTCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBHMH C 3aKOHOJATEILCTBOM Poccuiickoit denepanum.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Mnasa 7. KMMHWYECKUE UCCINIEAOBAHUSA JIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULUMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NPOBEAEHUU, NPABA NALUNEHTOB, YYHACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX

Cratba 38. KnuHuyeckme wuccrnegoBaHusi JIeKapCTBeHHbIX npenapatoB AnA
MeaANUUHCKOro npumMmeHeHus

1. Kituauveckue MccieoBaHus JIGKAPCTBEHHBIX MPENApaToB Uil MEJAMIIMHCKOTO NMPHUMCHCHHUS, B
TOM YHCJIe MEKIYHApPOIHbIE MHOTOLIEHTPOBBIE, MHOTOLIEHTPOBBIE, TOCTPETUCTPAIIMOHHBIE, IPOBOJISTCS B
OJTHOM MJTM HECKOJBKUX MEIUITMHCKAX OPTaHU3aIUAX B CICAYIOMUX METIsIX:
(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N 1-D3)

1) ycraHoBieHuEe 0€30MaCHOCTH JIEKAPCTBEHHBIX MIPENapaToB JJIsl 3JJ0POBBIX TOOPOBOJIBIEB U (UITH)
MIEPEHOCUMOCTH UX 3J0POBBIMU JT0OPOBOIIBIIAMH, 32 UCKIIOYCHHEM TaKUX MCCIIEIOBAHUN JIEKaPCTBEHHBIX
MpenaparoB, MPOU3BEICHHBIX 3a peaenamu Poccuiickoin denepanmu;

2) HOI[60p OINITUMAJIBHBIX TO3UPOBOK JICKAPCTBCHHOTI'O IIPCIIapaTa U KypcCa JICUHCHUA I MMAallUCHTOB
C ONpCaACJICHHBIM 3360J’I€BaHI/IeM, OIITUMAJIBHBIX 03 W CXEM BaKIMHaAIIUHU I/IMMYHO6I/IOJ'IOI‘I/III€CKI/IMI/I
JICKApCTBCHHBIMU IIpeTIapaTaM 310POBBIX )106pOBOJ'H>LIeB;

3) ycraHoBieHre 0€30MMaCHOCTH JIEKApCTBEHHOTO Tpemnapara u ero YOPeKTUBHOCTH /IS TTAIUEHTOB
C ompenencHHbIM 3a0oneBaHueM, mpodumakTudeckor dHPEKTUBHOCTH HUMMYHOOHUOIOTHYECKUX
JIEKApCTBEHHBIX MPEMapaToB ISl 370POBBIX JTOOPOBOJIBIICB;

4) u3zyueHue BO3MOKHOCTH PAaCUIMPEHUs MOKAa3aHUN JUIsl MEAULIMHCKOTO IPUMEHEHUS U BBISIBJICHUS
paHee HEeN3BECTHBIX MOOOYHBIX JEHCTBHUI 3apeTrUCTPUPOBAHHBIX JIE€KAPCTBEHHBIX MTPENapaToB.

1.1. KnuHudeckue UCClIeJOBaHMs JIEKApCTBEHHBIX NPENaparoB Ul MEIUIMHCKOTO NPUMEHEHUs
MIPOBOJSTCS B COOTBETCTBUM C MpaBWJIAMU HaJJIeKallell KIMHUYECKOW NPAaKTHUKH, YTBEP)KIECHHBIMU
EBpasuiickoii 5JKOHOMHUYECKON KOMUCCUEN.

(uactsb 1.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

2. B oTHOmIEHUN BOCIIPOMU3BCACHHBIX JICKAPCTBCHHLIX MPCIIapaTOB I MEAUIIMHCKOT'O TPUMCHCHUS
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MIPOBOJISATCSL WCCIICAOBAHUSI OWOIKBHUBAJICHTHOCTH M (MJIM) TEpAINeBTUYCCKON JKBUBAICHTHOCTH B
MOPS/IKE, YCTAHOBJICHHOM aKTaMH, COCTaBIISIOIUMHE 1paBo Coro3a.
(B pen. @enepansuoro 3akoHa ot 30.01.2024 N 1-D3)

3. Opranuzanuio MpPOBENEHUS KIMHUYECKUX HCCIIEI0BAaHUI JIEKAPCTBEHHOTO Ipernapara s
MEIULUHCKOTO IIPUMEHEHUS BIIPABE OCYLECTBIIATD:

1) pa3paboTuuk JeKapCTBEHHOI'O Ipernapara Wik yIoJHOMOYEHHOE UM JIULO;

2) oOpa3oBaTenbHBIC OpraHW3allMd BhICHIET0 O00pa30BaHUs, OpPraHMU3ALUU JIOTIOJHUTEILHOTO
npodeccnoHaTbHOTO 00pa30BaHUS;
(m. 2 B pea. @exnepanbHoro 3akona ot 02.07.2013 N 185-03)

3) Hay4HbBIE OpraHU3AIUH.
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

4. KiuHuueckue HCCIeOBaHUs JICKAPCTBEHHOTO Ipernapara JUii MEAMIHWHCKOTO IMPHUMEHEHHS
IPOBOAATCS HA OCHOBAaHMH Pa3peIlCHHs Ha MPOBEICHHE KIMHUYECKOTO MCCIEIOBAHHS JEKAPCTBEHHOTO
mpernapara, BBJIAHHOTO  YIOJHOMOYEHHBIM ()efepaibHbIM OpPraHOM  HCIOJHHUTENBHOH  BIACTH.
Y0IHOMOYEHHBINH (eiepaabHblil OpraH MCIOJHUTEIbHON BIACTU BEIET PEECTP BbIAAHHBIX pa3pelIeHuit
Ha MPOBEACHNE KIIMHUYECKUX MCCIIeIOBAaHUN JIEKAPCTBEHHOTO Mperapara, CoAepKalluii yka3aHue Ha UX
LeJTb WJIM 1IeJTH, B YCTAaHOBJICHHOM 3TUM OPTaHOM IOPSIKE.

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

5. Vrpartun cuny ¢ 1 urons 2015 roxa. - denepanbHblii 3akoH oT 22.12.2014 N 429-03.

6. K opranumszanuu mnpoBeNeHHs KIMHUYECKUX HCCIIETOBAaHUM JIEKapCTBEHHOI'O Ipenapara JJis
MEIULUHCKOTO TPUMEHEHUs pa3pabOTYMKOM JIEKAPCTBEHHOTO TpenapaTa MOTYT IPHUBIIEKATHCS
IOpUANYECKUE JIMIa JI000M  OpraHU3alMOHHO-IIPABOBOM  (OpMBI MPH  YCIOBUM  OOECIEUEHMS
COOTBETCTBHS 3TUX UCCIIEI0BaHUN TpeOoBaHUAM HacTosero denepanbHOro 3aKoHa.

7. YTpatun cuny. - @eaepanbubiii 3akoH oT 30.01.2024 N 1-03.

8. IlepeueHp MEAMUMHCKUX OpraHu3alui, NPOBOASIIUX  KIMHUYECKHE  HCCIEIOBaHUSA
JIEKapCTBEHHBIX IpENapaToB Il MEIULUHCKOIO MPUMEHEHUs, U PEeecTp BBIJAHHBIX pa3pelleHuid Ha
NPOBEEHUE KIMHUYECKHX MCCIEJOBAaHUIN JIEKAPCTBEHHBIX IIPENapaToB OMyOJUKOBBIBAIOTCS U
pa3MeniaroTcs YIIOJIHOMOYEHHBIM (hefiepaabHbIM OpraHOM HCIIOJIHUTENIBHOM BIACTH B YCTAHOBJICHHOM UM
nopsiIke Ha cBoeM o(pUIaIbHOM caiiTe B ceTH "UHtepHer".

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

IIpumeyanue.
[Tonoxenus ct. 39 (B pen. @3 ot 30.01.2024 N 1-®3), kacaromuecss MpeaOCTaBICHUS TOC. YCIyT
MOCPEICTBOM €IMHON CHCTEMBI U (WJIK) eIUHOro nopraia, npumenstores ¢ 01.01.2026.

Cratbsa 39. PeweHne o npoBeaeHUN KIIMHUYECKOro UCCNeaoBaHUA NeKapCTBEHHOro
npenapara ansa MeguuMHCKOro NnpMMeHeHus
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(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Kiauamueckoe HCCIICAOBAHUEC JICKAPCTBCHHOI'O Iip€rapara I MCEAUIUHCKOIO HNPUMCHCHHSA
IIPOBOAXUTCA Ha OCHOBAaHHWM PA3pCUICHUA Ha IPOBCACHHUE KIMHUYCCKOro UCCICAO0OBAHUA JICKAPCTBEHHOI'O
npenapara, BbIAAHHOI'O YIIOJIHOMOYCHHBIM q)ellepaHBHHM OopraHomMm HCIIOJIHUTEIBHONM BJIACTH IIO
pe3yjibTaTaM OJBKCIIEPTU3bl OTOKYMCEHTOB, HeO6XO,Z[I/IMBIX AJI4 TOJYUCHHUA pPaspCliCHHsA Ha IIPOBCIACHUC
KIIMHUYCCKOT'O UCCIICAOBAHUA JICKAPCTBCHHOTI'O IIPLCIiapara u 3THUYECKOM OKCIICPTHU3BI.

2. Jlnst monydeHHs pa3pelieHus Ha TPOBENCHHE KIMHMUYECKOTO HCCICIOBAHUS JIEKAPCTBEHHOTO
mpermapara JiUisi MEIUIUHCKOTO TMPUMEHEHHUS 3asBUTENb HAIPABISIET MOCPEACTBOM CIMHOTO TOpTajia B
YIIOJIHOMOYCHHBI  (hefiepalibHbId  OpraH  HUCIIOJIHUTEIILHOW  BJIACTH  WJIM  JIMYHBIA  KaOWHET
YIOJIHOMOYEHHOTO (pesiepaibHOTO OpraHa UCTIOIHUTENIFHON BIIACTH B €MHOM CUCTEME:!

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) 3asiBIIeHHE O BBIJAYE pa3pelieHus] Ha IPOBEACHIE KIIMHUYECKOTO MCCIIEA0OBAHUS JICKAPCTBCHHOTO
npenapara JUIsl  MEOUIIMHCKOTO TPUMCHEHUS, [OJANUCAHHOE YCWICHHOW KBaJIHM(PHUIMPOBAHHON
3JIEKTPOHHOW MOJIHCHIO;

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

2) yrpaTtui cuiy. - ®enepanbubiii 3akoH oT 30.01.2024 N 1-P3;

3) IIPOTOKOJI KIHMHHUYCCKOro HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfliaparta MJd MCEIUIHUMHCKOI'O
IMPUMCHCHUS

4) Opourtopy uccienoBatens (JUisl 3apeTUCTPUPOBAHHOTO JIEKApCTBEHHOT'O Ipernapara JIOMyCTHUMO
3aMEHUTh O/J00peHHOW O0OIIell XapakTEepUCTUKON JIEKapCTBEHHOro Ipernapara, €cild Takou
JIEKapCTBEHHBIN Mpenapar 3aperucTpupoBaH B COOTBETCTBUU C aKTaMM, COCTaBISOIMMU npaBo Coro3a,
U €ero TNpUMEHEHHE B KIMHHUYECKOM HCCICIOBAaHUM HE TPOTUBOPEUYUT OJ00peHHON oOmmen
XapaKTEPUCTHKE JIEKAPCTBEHHOTO NIpenapaTa sl MEIULUHCKOIO IPUMEHEHU);

(B pen. ®exnepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5) nHGOPMAITMOHHBIH TUCTOK MAllUEHTA;

6) cBeneHus 00 OmMbITe PabOTHI MCCIEIOBATENECH MO COOTBETCTBYIOIIMM CIEIHAIBHOCTAM U HUX
OTIBITE PAOOTHI MO MPOBEACHUIO KIMHUYECKUX UCCIIeI0OBAHUI;

7) - 8) yrpatunu cuiy. - ®enepanpasiii 3akoH ot 30.01.2024 N 1-D3;

9) KOIIMKO OOTOBOpa 00513aTEIBLHOTO CTpaxoBaHHA, 3aKJIFOUCHHOTO B COOTBCTCTBHU C TUIIOBLIMHU
ImpaBHUJIaMH 00513aTEJILHOTO CTpaxoBaHHusiA, C YKa3aHUEM HpeﬂeHBHOﬁ YHUCJIICHHOCTH TIallMCHTOB,
Y4aCTByrOnux B KIIMHAYCCKOM HCCICAOBAHUHN JICKAPCTBCHHOI'O TIIpf€miapara M MCEAUIUHCKOTO
MIPUMCHCHUS

10) uupopmanMIioO O COCTaBe JEKApCTBEHHOIO Mpemnapara Uil MEAWLMHCKOro MpUMEHeHHs (3a
UCKITIOYEHHEM OMOJIOTHYECKUX JIEKaPCTBEHHBIX MIPENapaToB);
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)
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11) MOKYyMEHT, COCTaBICHHBII MPOM3BOJUTEICM JICKAPCTBEHHOTO Mperapara s MEJIUIUHCKOTO
MPUMEHECHHUSI W COJEPKAIIMA TMOKa3aTenu (XapaKTepUCTHKH), a TaKKe CBEACHHS O JIEKAPCTBEHHOM
npenapare Uil MEAMIMHCKOTO TMPUMEHEHHS, TPOU3BEICHHOM JIJIsl TPOBEACHUS KIMHUYCCKHX
WCCIICIOBAHMH (32 UCKITIOYECHUEM OMOJIOTUYECKUX JICKAPCTBEHHBIX MPENapaToB);

(B pen. @enepanproro 3akoHa ot 30.01.2024 N 1-D3)

11.1) nOKyMEHTBI M CBEACHMs, INPEAYCMOTPEHHBbIE IpaBUIaAMH IPOBEACHUS HCCIEA0BaHUM
OMOJIOTMYECKUX JIEKApCTBEHHBIX CPeACTB EBpa3uiickoro 3KOHOMMUYECKOI'O COH03a, YTBEP)KICHHBIMU
EBpasuiickoii 3KOHOMUYECKOW KOMUCCUEN;

(n. 11.1 BBenen denepanbabiM 3akoHOM OT 30.01.2024 N 1-D3)

12) cBeneHust 0 gaTe MPEIOCTABICHUS M PErHCTPALMOHHOM HOMEpPE JUIEH3MH Ha MPOU3BOJCTBO
JIEKAPCTBEHHBIX CPEJACTB B Clly4ae, €CJIM MPOU3BOACTBO JIEKAPCTBEHHOI'O IMperapaTa OCYIIECTBIAETCS B
Poccuiickoit ®epepanuu, WM JTOKYMEHT, COACPKAIIMA CBEICHUS O JaTe MpPEJOCTaBICHUS U
PErUCTPAallMOHHOM HOMEpE 3aKIKOYEHUsI O COOTBETCTBUMU IPOU3BOJIUTENS JIEKAPCTBEHHOrO Ipernapara
TpeOOBaHUSIM MIPaBUII HaJIJIeXKaIen MPOU3BOJACTBEHHOMN MPaKTUKH, MPEIOCTABICHHOTO
YIOJIHOMOYEHHBIM OPraHOM CTPaHbl IPOU3BOAUTEIIS JIEKAPCTBEHHOTO Mperapara.

(B pen. ®enepanbabix 3akoHOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-®3, ot 30.01.2024 N
1-©3)

2.1. Ceenenus, moaTBepkAaroImue (akT ymiaaTbl TOCYJAapCTBEHHON IONUIMHBI 332 TPOBEICHHE
TUYECKOW SKCHEPTU3bl, SKCHEPTU3bl JIOKYMEHTOB Ha JIEKAPCTBEHHBIM Ipemapar [yl IOJy4eHUs
paspelleHdss Ha IPOBEACHUE KIMHUYECKOTO HCCIEAOBAaHUS JICKapCTBEHHOrO IIpemnapaTta Ul
MEIUIMHCKOTO TNPHUMEHEHUs, 3a BbIJAdy pa3pellieHUs Ha IPOBENECHUE KIMHUYECKOTO HCCIEIOBAHMS
JIEKapCTBEHHOI'O Tpenapara JJii MEIULUHCKOTO MPUMEHEHHUS, 3a MPOBEACHUE SKCIEPTU3bl JOKYMEHTOB
Ha JIEKapCTBEHHBIM IpenaparT MJisi I[OJy4€HHs pa3pellleHuss Ha TMPOBEACHHE MEXAYHapOIHOTO
MHOTOIICHTPOBOTO KJIMHMYECKOTO HCCIIEOBaHUS JIEKapCTBEHHOIO IIpernapara i MEIUIIMHCKOTOo
IIPUMEHEHMsI, 3a BBIJA4y pa3pellieHuss Ha I[POBEIECHUE MEXIyHapOAHOIO MHOTOLEHTPOBOTO
KJIMHUYECKOTO HCCIIEOBaHMs JIEKAPCTBEHHOI'O IIpernapara [Uid MEIUIMHCKOrO IMPUMEHEHMs, 3a
IIPOBEJICHUE DTUYECKOW DKCIEPTU3Bl, DKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpenapar yis
MOJIyYEHUsl pa3pelIeHs] Ha MPOBEACHHE MOCTPETUCTPALMOHHOTO KIMHUYECKOIO HCCIIEIOBAHUS
JIEKapCTBEHHOI'O Ipernapara il MEAMIMHCKOrO0 IMPUMEHEHHs, 32 BbIJAdy pa3pelIcHMs] Ha IPOBEICHHE
MIOCTPErUCTPAIIMOHHOTO KJIMHUYECKOTO HCCIIEOBAHMSI JIEKAPCTBEHHOTO IpernapaTta A MEAUIIMHCKOTO
MIPUMEHEHHMS, a TAKXKE CBEJICHUS O BbIIaBaeMbIX (IIPEOCTABISIEMBIX) YIIOJTHOMOYEHHBIMHU (eiepabHbIMU
OpraHaMM HCIOJHUTENbHOM BJIAcTU JOKyMEHTaX (CBEIEHHSX), yKa3aHHbIX B NyHKTe 12 yactu 2
HACTOSIIIEH CTaTbU, YIOJTHOMOUYEHHBIN (efepatbHbIi OpraH HMCHOJHUTENBHOM BIIACTH 3alpallivBacT B
MOPSAJIKE MEKBETOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMO/IEHCTBUS.

(vactsb 2.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. B cpok, He mpeBBIMAIOMUNA TpeX pabouumx AHEH CO JHS HANpaBJICHUS B JUYHBIA KaOWMHET
YIOJTHOMOYEHHOTO (hefiepaTbHOr0 OpraHa HCIIOJHUTENHHONW BIACTH B €IUHOW CHUCTEME yKa3aHHOTO B
nyHKTe | YacTh 2 HACTOSIIEW CTaThbU 3asABICHUS M HEOOXOJMMBIX TOKYMEHTOB, YIMOJIHOMOYCHHBIN
(benepanbHBI OpraH UCMOTHUTENBHON BIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

1) MMpOBOAUT MPOBCPKY MHMOJIHOTHI U JOCTOBECPHOCTHU CBCHCHHﬁ, COoACpKANXCs B IMMPEACTABIICHHBIX
3aABUTCIIEM JOKYMCHTAX;
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2) NpUHUMAET peUIeHHE O MPOBEACHUU SKCIEPTH3bl JTOKYMEHTOB JJISl MOJyYEHUsl pa3pellieHus Ha
MPOBEACHUE KIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOIO Mpernapara s MEAUIMHCKOTO MPUMEHEHUS
Y ATUYECKOM SKCIEepPTU3bI UK 00 0TKa3e B MPOBEACHUN YKa3aHHBIX HKCIEPTHU3;

3) HampaBseT 3aABUTENIO TMOCPEICTBOM €IWHOTO MOpTaja WU B JIMYHBIA KaOWMHET 3asBUTEINS B
€IMHOW CHCTEME TIOJIMCAHHOE YCHIICHHON KBaTU(HUIIMPOBAHHON JIEKTPOHHOM TOIHCHI0 YBEJIOMIICHUE
O MPUHITOM PEUICHUH JHO0 B CITyyae MPUHATHS pelIeHus: 00 0TKa3e TakkKe ¢ yKa3aHWEeM MPUYHH TaKOTO
0TKa3a;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4) HarpaByIsIeT B IMYHBIN KaOMHET SKCIEPTHOTO YUPEKICHUS B €AMHON CHCTEME U JIMYHBIN KaOMHET
COBETa IO ATHUKE 3aJaHMsi Ha MPOBEJACHUE COOTBETCTBYIOUIMX AKCIEPTH3, MOANMCAHHBIC YCHJICHHBIMH
KBTH(UIIMPOBAHHBIMHU 3JICKTPOHHBIMH TTOATIUCSIMHU.

(. 4 B pen. @enepanbuHoro 3akoHa ot 30.01.2024 N 1-P3)

4. B cny4ae BbIABJIEHHUS HEMOJHOTHI U (WJIM) HEJOCTOBEPHOCTH HMH(pOpMAlMU, colepxKalieiics B
MPEJCTABIICHHBIX 3asABUTENEM JOKYMEHTaX, YIIOJHOMOYEHHBIH (enepaitbHbIii OpraH HCIIOJHUTEIBHON
BJIACTU HAIIPABISET B JIMYHBIN KaOWMHET 3asBUTEINI B €IUHOM CHCTEME 3alpoc 00 YTOUHEHUM yKa3aHHOU
uHpOpMALNY, TIOANMCAHHBIN YCHJICHHON KBaJU(UIIMPOBAHHOW AIIEKTPOHHON IOANKUCHIO. 3asBUTEIH
00s13aH HalpaBUTh B JIMUHBIA KaOMHET YMOJIHOMOYEHHOro (eAepaJbHOr0 OpraHa MHCHOJHHUTEIbHOM
BJIACTH B €AMHON CHUCTEME TMOANHCAHHBIN YCHJICHHON KBATU(HUIMPOBAHHOW SJIEKTPOHHOH MOJIMHUCHIO
OTBET Ha 3alpoC YIMOJHOMOYEHHOro (eaepanbHOr0 OpraHa HCIOJHUTENIBHOW BIIACTM B CpPOK, He
MPEBBIMIAIOIINN JEBSIHOCTa pabounX JHEH CO JHS MOJXYYECHHUS YIIOJIHOMOYEHHBIM (heJiepallbHbIM OpTraHOM
WCIIOJIHUTEJIBHON BJIACTH DJIEKTPOHHOIO YBEIOMIIEHHSA O MONY4YeHMM 3asBuTenieM 3ampoca. Cpok,
yKa3aHHbBIM B 4aCTH 3 HACTOSAIIEH CTaTbU, IPUOCTAHABIMBACTCS CO JIHS HANPABJICHUS B JTUYHBIN KaOMHET
3asBUTENS B €IMHOW CHCTEME 3arpoca YHOJIHOMOYEHHOTO (peepasbHOro OpraHa HCIOJHUTEIbHON
BJIaCTM /IO [JHS HalpaBlIeHUs B JIMYHBIA KaOMHET YNOJHOMOYEHHOIro (enepalbHOTO oOpraHa
WCIIOJTHUTENIBHOU BJIACTU B €IMHOW CUCTEME OTBETA HA 3alIPOC U HE YYUTHIBACTCS IIPU UCYUCIIEHUH CPOKA
MPUHATHS YIIOJTHOMOYEHHBIM (pe/IepalIbHbIM OPraHOM MCIIOJIHUTEIBHON BJIACTU PELIEHUS O MPOBEICHUU
OKCIIEPTU3Bl JOKYMEHTOB JUIS IOJYYEHMs pa3pellIeHUs Ha IPOBEICHHUE KIMHUYECKOTO HMCCIIECIOBAaHUS
JIEKApCTBEHHOTO MperapaTa sl MEIUIUHCKOTO IPUMEHEHUS.

(uactsb 4 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHoBaHMeM JJisl OTKa3a B MPOBEACHUU SKCIEPTU3bI JOKYMEHTOB JJIsl MIOJyUYEHUsl pa3pelieHus
Ha [POBEJIEHUE KIMHUYECKOIO MCCIEN0BAaHUs JIEKAPCTBEHHOIO TIpenapara Uil MEAUIMHCKOrO
MPUMEHEHHUSI U OSTUYECKOW OHKCIEPTU3bl SBISIETCS NPEJCTaBICHHUE JOKYMEHTOB, IPETyCMOTPEHHBIX
YacThl0 2 HACTOSALICH CTaThbU, B HEMOJHOM OOBEMe, HENpe/ICTaBlICHUE 3asBUTEJIEM B YCTaHOBIICHHBIN
CpPOK OTBETa Ha yKa3aHHBIM B 4YacTH 4 HACTOSIIEH CTaThbU 3alpoc YMOJIHOMOUYEHHOro (eaepaabHOro
OpraHa HCHOJHMUTENbHOM BIacTU JIMOO OTCYTCTBHE B IPEJCTABICHHBIX JOKYMEHTaX HCUEPIBIBAIOLIETO
nepeyHsi HeoOXoAuMoN HHOpMaUu WM WHGOpMaluU, KOTOopas JO0KHA ObITh OTpa)keHa B HHX, a
TAKK€  OTCYTCTBHE  CBEJIEHUH, KOTOpblE B  JANbHEHIIEM  IOATBEPXKAAIOTCS  MOCPEICTBOM
MEXBEJOMCTBEHHOT'O 3JIEKTPOHHOI'O B3aUMOJEHCTBUS, O (pakTe ymiaaThl TOCYIapCTBEHHON MOILIMHBI 3a
IIPOBEJIEHUE DTUYECKOW HKCIEPTHU3Bl, DKCHEPTU3bl JTOKYMEHTOB Ha JIEKAPCTBEHHBIM IIpenapar yis
MIOJIy4YEHHUsl pa3pellieHus] Ha MPOBeJIeHNEe KIMHUYECKOI0 HCCIIeI0BaHUs JIEKapCTBEHHOIO IpernapaTa Ajis
MEIUIMHCKOTO TPHUMEHEHUS, 3a BbIJAUy Da3pellieHUs Ha IPOBEIEHUE KIMHUYECKOTO MCCIEAOBAHUS
JIEKapCTBEHHOI'O Tpenapara i MEIUIUHCKOTO MPUMEHEHHUS, 3a MPOBEACHHUE SKCIEPTU3bl JOKYMEHTOB
Ha JIEKapCTBEHHBIM Ipenapar MJis IMOJIy4€HHs pa3pellleHuss Ha NPOBEIACHHE MEXIYHAapOJHOTO

CrpaHuua 94 u3 163



®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

MHOTOLIEHTPOBOTO KJIMHHYECKOTO HCCIIEAOBAHMs JIEKAPCTBEHHOI'O TMpernapara Jjis MEIUIIHHCKOTO
NPUMEHECHHS, 3a BBIJAYy pa3pelieHdss Ha MPOBEICHUE MEXKIYHAPOJAHOTO MHOTOIEHTPOBOTO
KIIMHAYECKOTO HCCIICIOBAHUs JIEKAPCTBEHHOI'O TIpernapara il MEIWIIMHCKOTO TPHUMEHEHHs, 3a
MPOBEJICHUE OSTUYCCKOW AKCIEPTHU3BI, IKCHEPTU3Bl JOKYMEHTOB Ha JIEKAPCTBEHHBIA TIperapar Jyis
MOJIyYCHHs pa3pelieHusi Ha TPOBEICHUE MOCTPErHCTPALMOHHOTO KIMHUYECKOTO HCCIIEOBaHUS
JIEKapCTBEHHOTO TIperapara Jisi MEAWIIMHCKOTO0 MPUMEHEHHUS, 32 BBIIAUy pa3pellcHHs] Ha TPOBEIACHHE
MOCTPETUCTPAIIMOHHOTO KJIMHUYECKOTO HMCCIICOBAHUS JIGKAPCTBEHHOTO Iperapara Jjis METUIIMHCKOTO
MIPUMCHCHHSI.

(B pen. @enepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

6. IlpoBeneHue SKCHEPTU3bl JOKYMEHTOB [UIsl TOJYYEHUsS pa3pelieHuss Ha IPOBEICHUE
KJIMHAYECKOT'O MCCJIC0OBAHMS JIEKAPCTBEHHOIO TIperapara Jijisi MEIUIIMHCKOTO MPUMEHEHHS U STUYECKON
9KCIEPTU3BI, COCTABIIEHUE KOMUCCUEH SKCIIEPTOB U COBETOM I10 STHUKE 3aKIIOYECHUN O BOSMOKHOCTH WJIU
HEBO3MOKHOCTH TIPOBEJECHUS TaKOro KIMHUYECKOTO MCCIICIOBAaHMs, IOANKMCAHUE 3aKIIOYEHUN
YCUJICHHBIMH KBAJIU(DHUIIMPOBAHHBIMU JICKTPOHHBIMU TTOIUCIMU U HAMPABIICHUE JAHHBIX 3aKJIFOUCHUN B
JUYHBIN KaOWHET YIOJTHOMOYEHHOTO (peiepallbHOTO OpraHa MCIOJHUTENIBHON BIACTH B €IMHON CUCTEME
OCYIIECTBIISIOTCS B CPOK, HE TPEBBIIIAOIINN JBAIIATH TSATH pabodmMx THEH CO JIHS HAMpaBJiICHHS B
JUYHBIA KaOMHET OSKCHEePTHOTO YYpEeXKIEHUS B €IWHOM CcHUCTEeME 3a/laHdsd  YIOJIHOMOYEHHOTO
(dbenepanbHOro opraHa UCIOJHUTEIBHON BJIACTH C MPHIOKEHUEM JIOKYMEHTOB, YKa3aHHBIX B IMTYHKTax 3,
4, 10, 11 u 11.1 wactu 2 HacTOAIIEeH CTAaThbU, U HANPABJICHHS B JIMYHBIA KAaOMHET COBETA IO ITHKE B
CIMHON CHCTEME 3aJaHHs YIOJTHOMOYCHHOTO (elepaqbHOTO OpraHa HCIOJHUTEIBHOW BIIACTH C
MIPUJIOKEHHUEM JTOKYMEHTOB, YKAa3aHHBIX B MMyHKTaxX 3 - 6 1 9 yacTtu 2 HACTOSIIEH CTaThH.

(uactsb 6 B pen. denepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

7. B cpok, He mpeBbIIAIOMUNA Tpex pabouyux JHEH CO JHSA HalpaBlE€HUS B JIMYHBIM KaOMHET
YIIOJITHOMOYEHHOTO (pefepaIbHOTO OpraHa HMCIOJHUTEIBHON BJIACTH B €IWHON CHCTEME 3aKJIIOUCHHM,
yKa3aHHBIX B 4YacTH 6 HacTOsIIEH CTaTbH, YIOJTHOMOUYEHHBIN (eaepanbHblii OpraH HMCIOJHUTEIbHOU
BJIACTH:

(B pen. denepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYHICCTBIACT OUCHKY NOCTYIIMBIINX 3aKJIIOUYCHUN AJId onpeaACICHUA UX COOTBECTCTBHUA 3aJaHUAM
Ha MPOBCACHUEC COOTBCTCTBYIOIIUX DKCIICPTU3;

2) NpUHUMAET pEeUIeHHE O BbIJaue pa3pelleHus Ha MPOBEACHHE KIMHUYECKOTO HCCIEIOBaHMS
JIEKapCTBEHHOI'O IIpernapara Juisi MEJUIUHCKOTO PUMEHEHUS], BHOCUT B PEECTP BBIIAHHBIX Pa3peLICHUN
Ha T[POBEJCHME KJIMHUYECKMX MCCIEJOBAHUN JIEKAPCTBEHHOIO IIpernapara COOTBETCTBYIOILYIO
nHGOpPMALMIO W HANpaBisgeT MOCPEACTBOM €IUHOrO IMopTaja 3asBUTENI0O WM B JMYHBIM KaOUHET
3asiBUTENIS B €JMHON CUCTEME BBIITUCKY U3 peecTpa BhIJaHHBIX pa3pelieHuid Ha MPOBEIEeHNE KIMHUYECKUX
UCCIIEIOBAaHUM  JICKApCTBEHHOTO  IpenapaTa, MOAMUCAHHYI0  YCHWJIEHHOW  KBaJHM(PHUIIMPOBAHHOMN
3JIEKTPOHHOM MOAINMNCHIO;

(1. 2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3) npuHHMMaeT peuieHHe 00 OTKa3e B BbIJaye pa3pelieHHs] Ha MPOBEIECHUE KIMHHUYECKOIo
MCCIIeIOBAHMS JICKAPCTBEHHOTO TpenapaTa il MeIUIIMHCKOTO MPUMEHEHHS M HAIIPABIISET MOCPEICTBOM
CAWHOI'0 mopTajia 3asiBUTCIIO WUJIU B JIMYHBIA KaOWHET 3asABUTEIS B eHHHOﬁ CUCTEME JAaHHOC PCIHICHUC,
MOANUCAHHOE YCUIICHHOW KBATU(DUIIMPOBAHHOMN 3NIEKTPOHHOM MOAMNKCHIO, C yKa3aHUEM MPUYHH OTKa3a.
(. 3 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)
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8. OcHOBaHHUEM IJIs1 OTKa3a B BbIAA4YE€ Pas3spCllICHUA Ha IMPOBEACHHUE KIMHHUYECKOI'O HMCCICIOBAHUA
JICKApCTBCHHOT'O IIpfriaparTa JJIs1 MCAUIIUHCKOIO NPpUMCHCHHA ABJIACTCA HAJIMYUC 3aKIHOYCHUA KOMHUCCHUU
OKCIIEPTOB MJIM 3aKIOYCHHA COBETa II0 3THKE O HCEBO3MOXHOCTH IIPOBCACHHUA KIHMHHYCCKOI'O
HCCIICAOBaHMA JICKAPCTBCHHOI'O IMpfnapara I MCAULOUHCKOTO IIPUMCHCHUA 110 PE3yJibTaTaM
IIPOBCACHHBIX SKCIIEPTU3, IPEAYCMOTPECHHBIX YaCTBIO 6 HACTOSIIEH CTaThH.

9. Pemenne 00 OTKa3e B MPOBEACHUM AKCHEPTH3BI JOKYMEHTOB JUIS MOJTYYEHHUs pa3pelieHus Ha
IIPOBE/IEHUE KIIMHUYECKOr0 UCCIIEeI0BaHMs JIEKAPCTBEHHOr0 Ipernapara Uil MeIUIUHCKOIO IPUMEHEHUS
U ITUYECKOM SKCIEPTU3bl M B BblJau€ pPA3pelICHUs] Ha IPOBEIECHUE KIMHUYECKOIO HCCIIEIOBAHUS
JIEKapCTBEHHOI'0 Ipernapara [yl MEAMLUHCKOrO MPUMEHEHHs MOXKET ObIThb 00KaJIOBaHO B IOPSIKE,
YCTaHOBJICHHOM 3aKoHozarenbcTBoM Poccniickoit denepanun.

[Tpumeuanwue.
[Tonoxenus ct. 39.1 (B pea. @3 ot 30.01.2024 N 1-D3), kacarouuecs: NPeaOCTABICHHS TOC. YCIyT
MOCPEACTBOM €IMHOM cucTeMbl, mpuMenstorcs ¢ 01.01.2026.

Cratbsa 39.1. 3Tnyeckas akcnepTusa
(BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. Otrueckas OKCIICPTHU3a MMPOBOAUTCA COBETOM I10 3THUKE, CO3JJAHHBIM B IMOPAAKE, YCTAHOBJICHHOM
YHIOJIHOMOYCHHBIM (be):[epaanHM OpraHomM HCIIOJIHUTEIbHOMN BJIaCTH, B LECIIAX BbLJa4W 3aKIHOYCHUA 00
STHYECKON 000CHOBAHHOCTH BO3MOXKHOCTH MMPOBEACHUA KIIMHUYCCKOTO HMCCICAOBAHUA JICKAPCTBECHHOI'O
npenapara i MEAUIUHCKOTO IIPUMCHCHU .

2. DKcrepTaMu COBETA MO 3TUKE MOTYT OBITh MPEACTABUTENIN METUIIMHCKUX OPTaHU3allUNA, HAYIHBIX
OopraHmzaiuii, 00pa30BaTeNbHBIX OpPraHMU3AIM BBICIIETO OOpa30BaHMs, a TaKXKe MPEICTAaBUTEIH
0OIIIECTBEHHBIX OpTraHU3AINi, PEJIMTUO3HBIX OPraHU3alUi M CPEJCTB MacCOBOM MH(popManuu. J[aHHBIE
DKCIIEPTHl HE JIOJDKHBI HAXOAUTHCA B KAaKOW-THMOO 3aBHUCHUMOCTH OT Pa3pabOTUYUMKOB JIEKAPCTBEHHBIX
MPENApaToOB U APYTUX JIUII, 3aMHTEPECOBAHHBIX B PE3YJIbTATAX STUUECKON IKCIIEPTU3BI.

3. Omnata yciayr SKCIEPTOB COBETa IO JTHKE OCYLIECTBIISIETCS Ha OCHOBAaHMM JIOIOBODA,
3aKJIFOYEHHOTO MEX]y YIOJIHOMOYEHHBIM (heiepaabHbIM OPraHOM MCIIOJHUTEIBHON BIACTH, KOTOPBHIM
CO3JIaH COBET II0 3TUKE, M OKCIEPTOM COBETa MO JSTHKE, 3a CYeT OIO/KETHBIX AaCCHUTHOBAHHM,
MIPEelyCMOTPEHHBIX YIOJHOMOYEHHOMY (peliepaJbHOMY OpraHy HCIOJIHUTEIbHOW BIACTH, KOTOPBIM
CO3[JaH COBET IO 3THKE, B (hefiepalbHOM OOKETe Ha COOTBETCTBYIOIIMN Troji Ha oOecleueHHe €ro
NEeATEIbHOCTH, B pa3Mepax, ycraHoBleHHbIX [IpaButensctBoM Poccniickoit denepanun.

4. DKcnepThl COBETa MO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHUU C 3aKOHOJATEIBCTBOM
Poccuiickoit @enepanuu.

4.1. HpI/I IMPOBCACHNU 3THYECKOM OKCIICPTHU3BI HE JOITYCKACTCs I/ICTpe6OBaHI/IC OKCIICPTOM Y
3agBUTENS JTHOO HHBIX JIMI] MaTCpHaioB, HeO6XO)II/IMI)IX JJIs1 IPpOBEACHUSA ITHYECKOU OKCIICPTUIEI. B
CJIyda€ HCEAOCTAaTOYHOCTU NPCACTABJICHHBIX SKCICPTY MATCPUATIOB B JAYHBIA KaOWHET 3asABUTENS B
€IMHOM CHCTEME YIOOJIHOMOYCHHBIM JIMIIOM COBETA IO 3THKE HAIIPABIACTCA 3alpOoC O NPCACTABICHHUU
HCO6XOILI/IMBIX MaTCpHraJIOB, NOANKMCAaHHBIN PYKOBOAUTCIICM (YHOJ'IHOMO"IGHHLIM J'II/II_IOM) COBCTa 110 3THUKE
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C HCIIOJIb30BAHUEM YCHJICHHOW KBaJU(HUIMPOBAHHOW SJIEKTPOHHOW IOMIKCH, A TAKKe HAIpaBIIACTCS
yBeJOMJIeHHE 00 yKa3aHHOM 3alpoce B JHMYHbIM KaOMHET yIOJHOMOYEHHOro (eaepaabHOro opraHa
UCTIOJIHUTEIBHON BJIACTU B €AMHON CHCTEME.

(uactsb 4.1 BBeneHa @enepanbHbIM 3akoHOM 0T 30.01.2024 N 1-D3)

4.2. 3asBuTens 00s3aH HANpPaBUTh B JIMYHBIA KaOWHET COBETa MO JTHUKE B EIWHOH CHCTEME
MOJMMCAHHBIA yYCUJICHHOW KBAJU(HUIIMPOBAHHOW JIIEKTPOHHOW MOJMHMCHIO OTBET Ha 3ampoc O
MPE/ICTaBJICHUH HEOOXOJUMBIX MAaTEpHaOB COBETY MO ATHKE B CPOK, HE MPEBBIAIONIUN JIEBIHOCTA
paboumx AHEW CO JHS TMONYYCHHS] COBETOM II0 JTHKE JJIEKTPOHHOTO YBEIOMIICHUS O IOITYYCHHH
3asiBUTENIEM YKa3aHHOTro 3arpoca. Bpemsi co IHS HampaBiIeHHUS COBETOM IO STHUKE B JIMYHBIA KaOMHET
3asBUTENST B €AMHOM CHCTEME 3ampoca O TIPEICTAaBICHUH HEOOXOAMMBIX MAaTEpPUATIOB JIO JIHA
HaIpaBJICHUs 3asBUTEJIEM B JTUYHBIN KaOWHET COBETa MO 3TUKE B €IMHOI CUCTEMe OTBETa HAa YKa3aHHBIH
3ampoc HE YUYUTHIBAETCS MPU UCYUCICHUH CPOKA ITPOBEACHUS STUUECKOM SKCTIEPTU3BI.

(uactsb 4.2 BBeeHa @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

5. CocraB coBeTa 110 3TUKE, II0J0KEHNUE 00 3TOM COBETE, MIOPSIOK €ro AEeSITEIbHOCTH, TPEOOBAaHUS K
KBAJIM(HUKALMU U ONBITY PAOOTHI 110 3KCIEPTHOM OLIEHKE HAYYHBIX, MEAUIIMHCKUX M 3TUYECKUX aCIIEKTOB
KJIIMHUYECKUX  HCCIIEOBAaHUI  JIEKAPCTBEHHBIX IpPENaparoB i  MEIUIMHCKOTO IMPUMEHEHHUS,
IIPENBABISAEMBIE K DKCIIEPTAM COBETa [0 3THUKE, NMOPAJOK OPraHM3allMM U IPOBEICHMS ITUYECKOU
SKCHEePTHU3bL, (hopMa 3aKITIOUEHHS] COBETA 0 STUKE YCTAaHABIMBAIOTCS YIOJHOMOUYEHHBIM (eliepaabHbIM
OpPraHOM MCIOJIHUTEIBHOW BJACTH. UMCIO NpencTaBUTENEd MEIULUMHCKUX OpraHu3aluil HE MOXKET
IIPEBBILIATH MTOJIOBUHY OT OOIIET0 YKCIIa IKCIIEPTOB COBETA IO ITUKE.

6. Mudopmanus o coctaBe coBeTa IO AITHKe, IJIaHAaX ero paboThl M TEKyLIEH AesATelbHOCTH
pasmemiaercs Ha OQUIMAIBLHOM CalTe YIOJHOMOUYEHHOrO (heaepasbHOr0 OpraHa HUCIOJTHUTENIBHON
BJIACTH B ceTH "VIHTepHET" B yCTAaHOBJIIEHHOM MM IOPSJIKE.

IIpumeuanue.
[Tonoxenus ct. 40 (B pen. @3 or 30.01.2024 N 1-d3), kacarouiyecs NpeAOCTaBICHHUs T'OC. YCIyT
MOCPEJICTBOM €UHOM cucTembl, mpuMeHstoTcs ¢ 01.01.2026.

Cratbs 40. poBeaeHMe KNMHUYECKOro UccriefqoBaHUs NeKapCTBEHHOro npenapara
ANA MeAULUHCKOro npuMeHeHus

1. PykoBoauTeNnb MEIMIIMHCKOW OpraHW3alv, KOTOpas MPOBOJMT KIMHUYECKOE HCCIIEI0BAaHUE
JICKapCTBEHHOI0  Ipenapara g  MEIUIMHCKOrO  NPUMEHEHMWS, Ha3HA4aeT  HCCIIEeN0BaTeNs,
OTBETCTBEHHOTO 3a TMPOBEJACHUE TAKOTO HWCCIEAOBAaHUS M HWMEIOMIETO JICUeOHYI0 CIEeIHaTbHOCTD,
COOTBETCTBYIOLYIO MPOBOAMMOMY KIMHUYECKOMY HCCIECAOBAHUIO JIEKAPCTBEHHOIO Ipenapara, co
CTakeM PabOThI MO MpoTrpaMMaM KIMHUYECKHUX HCCIICIOBAHHUM JICKAPCTBEHHBIX IMpEnapaToB HE MEHEe
YyeM TpU roJa W II0 €ro MPEIJIOKEHUIO HAa3HAYAeT COMCCIENOBATENIe W3 4YWclia Bpayed 3TOu
MEIHUIIMHCKON OpraHu3alni.

(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

2. UccnenoBatenb OCYIIECTBIISIET BHIOOP MAIlMEHTOB, KOTOPBIE MO MEIWIIMHCKUM TIOKA3aHHSIM
MOTYT OBITh MPUBJIEUEHBI K YYaCTHIO B KIMHHYECKOM HCCIEIOBAHUU JIEKAPCTBEHHOTO Mperapara Jyis
MEUIIMHCKOTO TIPUMEHEHUSI.
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3. HccrnemoBatenb W COMCCIENOBATENM JIOJDKHBI OBITh O3HAKOMIICHBI C  pe3yJbTaTaMu
JTOKJIMHUYECKOTO  WCCIICJOBAaHMS  JICKAPCTBEHHOTO  CPEICTBA,  COACPKAIUMHUCS B OpouIope
UCCIIEIOBATENs, MMPOSKTOM MPOTOKOJIA KIMHUYECKOTO HCCIICAOBAaHUS JICKAPCTBEHHOIO Iperapara s
MCIUIIUHCKOI'0O NPHUMCHCHUA, pa3p360TaHHbIM pa3pa6OT‘II/IKOM JICKApCTBCHHOI'O IIpeliapaTa WJIW HWHBIM
IOPUINYECKUM JIMIIOM, TPUBJICKAEMBIM K OpTraHU3allMi MPOBEACHUS KJIMHUYECKOTO HCCIICIOBaHUS
JICKApCTBCHHOI'O IHpfrapara i MCAUIMUHCKOIO MPUMCHCHUA, W APYIrUMHU MaTCpuaiaMHd TaKoro
UCCIICIOBAHMS.

3.1. PykoBomuTens MEAMIIMHCKOW OPraHU3aIMK B CPOK, HE MPEBBIMIAIONINA TpeX pabovyux JHEH co
JHS Hayajla IIPOBEIEHUS KIMHUYECKOTO MCCIEAOBAHUA JIEKAPCTBEHHOIO Ipenapara Uil MEAULIMHCKOTO
IIPUMEHEHHUsI, cOO0IIaeT 00 3TOM B YIIOJIHOMOYEHHBIN (helepaabHblii OpraH HCIOJIHUTEIbHOW BIIACTH,
BBIJIABIINN pa3pellieHue Ha MPOBEICHHE TaKOTO UCCIIE0BaHMsl, IO YCTAaHOBICHHOM UM dopMme.
(uactsb 3.1 BBeneHa @enepasibHbIM 3ak0HOM OT 29.11.2010 N 313-D3)

4. Opranuzanuy, OCYIIECTBIAIOIINE OPraHU3alUI0 MPOBEACHUS KIMHUYECKOIO HCCIEIOBAHUS
JICKapCTBCHHOTO TIpermapaTa Uil MEIUIMHCKOTO TPHMEHEHUS W yKa3aHHbIE B 4YacTH 3 craThu 38
Hacrosimero denepanbHOrO 3aKOHA, B Cilydae HEOOXOIUMOCTH BHECEHUS HM3MCHEHUH B IPOTOKOJ
KIIMHUYECKOTO WCCIICIOBAHMS JICKAPCTBEHHOTO Ipernapara Uil MEIUITUHCKOTO MPUMEHEHHS COOOIIAI0T
00 3TOM B YIOJIHOMOYCHHBIN (he/iepalibHbIi OpraH UCTIOJHUTEIILHOW BIIACTH, BBIIABIINK pa3pelliecHre Ha
MIPOBE/ICHUE TAKOTO MCCIIEIOBAHUS, 10 YCTAHOBIEHHON UM (hopme.

(B pen. @enepanbHoro 3akona ot 11.10.2010 N 271-D3)

4.1. ®opma cooOmeHUsI O BHECEHWH HW3MEHEHHH B MPOTOKOJN KIMHUYECKOTO HCCIIEIOBAHMS
JIEKapCTBEHHOTO Mpernapara sl MEIUIIMHCKOTO IPUMEHEHUS JIOJIKHA COJIepKATh CIIEAYIOIINE CBEICHUS:

1) HauMeHOBaHUE, UIEHTU(DUKAIIMOHHBIN HOMEP U J1aTa MPOTOKOJIA KIMHUYECKOTO UCCIEIOBAHUS;
2) nata BHeCEHHUsl U3BMEHEHUH B IPOTOKOJ KIMHUYECKOTO UCCIIeI0BAHUS;
3) HaMMEHOBAaHME U MECTO HAXOXKCHUS 3asIBUTEIIS;

4) HaMMCHOBAHUC OpraHu3alnu, HpHBHequHOP’I p83pa6OTLII/IKOM JICKAPpCTBCHHOI'O IIpCllapaTa K
oprann3anvu MpOBCACHUA KIIMHUYCCKOIO UCCIICAOBAHUA (HpI/I HaJ'II/I‘II/II/I);

5) HaMMCHOBAHHUA M MCCTa HAXO0XIACHHA MCIHUIHMHCKHX 0pFaHH3aL{HfI, B KOTOPBIX IMPOBOAUTCA
KIIMHUYCCKOC NCCICJOBAHUC,

6) nmara BbIJAYM pas3pelieHHs Ha TMPOBEACHHE KIMHUYECKOTO WCCICAOBAaHUS M HOMEpP 3TOTrO
pa3penieHus;

7) N3MEHEHUs1, BHOCUMBIE B IPOTOKOJI KIMHUYECKOTO UCCIIEI0OBAHUS.
(uacts 4.1 BBeneHa @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He MpeBBIIAIONINN IBaAAaTH BOCBMHU pabo4MX JHEH cO JHSA MOJy4YeHHs YKa3aHHOTO B
yacTu 4 Hacrosimed cTaTbu COOOUIEHMS, YIOJHOMOYEHHBIN (QenepalbHblii OpraH HCIOJIHUTEIbHOU
BJIACTU pAcCMaTPUBAET 3TO COOOIIEHHWE B YCTAHOBJICHHOM WM MOpPSJKE M NPUHUMAET peIIeHUE O
BHECEHUM W3MEHEHHHM B IIPOTOKOJ KJIMHUYECKOTO MCCIEIOBAaHUS JIEKAPCTBEHHOrO IIpernapara Julis
MEIULMHCKOTO MPUMEHEHHUS! WM 00 OTKa3e BO BHECEHUM TaKMX M3MEHEHWM, MOJMUCAHHOE YCHIICHHON
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KBAIU(UIIUPOBAHHON  3JEKTPOHHOW TMOJIHUCHIO, IOCPEJACTBOM HAMpaBICHHUS COOTBETCTBYIOIIETO
pelieHrs B JIMYHBIA KAaOWHET 3asBHUTENS B €OUHOW cucrteMe. lIpu paccMOTpEeHUM COOOMICHHS O
HEOOXOUMOCTH BHECEHHS H3MEHEHUH B MPOTOKOJ KIMHHUYECKOrO MCCIEAOBAaHUS JIEKAPCTBEHHOTO
npenapata Uil MEIWLMHCKOIO IPUMEHEHMs] B LEISAX OLEHKM OOOCHOBAaHHOCTH IpeJIaracéMbIX
W3MEHEHUN U ONpEAENICHUs CTENEHW PHUCKA JUIsl NAUMEHTOB, MPUHUMAIOLIMX y4acTHE B KIMHUYECKHUX
WCCIICIOBAHMSIX, YIOJIHOMOYEHHBIM  (pellepalbHBIM OpPraHOM  HCIIOJIHUTENBHOW BIIACTH  MOTYT
MIPUBJIEKATHCS KCIIEPTHI COBETA MO ATUKE U (MJIN) SKCIIEPTHI IKCIIEPTHOTO YUPEIKACHHUS.

(B pen. @exnepanbHbiX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-D3)

6. KimHnyeckoe wucciaenoBaHue JIEKapCTBEHHOIO IIpernapara Il MEIULUHCKOTO IPUMEHEHUS
MOET OBITh TPUOCTAHOBJICHO WM TPEKPAIIeHO, €CIM B MpOIecce ero MpoBelAeHHs OOHapykeHa
OIIACHOCTH ISl )KU3HM, 3110pPOBbs TALIMEHTOB. B cilyyae BOSHUKHOBEHUS ONACHOCTH JUIsl )KU3HHU, 310POBBS
MalueHTa, YYacTBYIOIErO B KJIMHUYECKOM HCCIIEJIOBAaHMM JIEKApCTBEHHOIO Ipemapara  Juis
MEIULUHCKOTO0 NPUMEHEHHUs, MCCIeNoBaTeNn 00s3aHbl NPOMH(OPMUPOBATH 00 3TOM PYKOBOJIUTENS
MEIUIMHCKOW OpraHu3alMyd M  OpraHu3aluio, I[OJYYMBUIYIO pa3pellieHue YIOJIHOMOUYEHHOTO
¢denepanbHOrOo OpraHa MCIOJHUTEIbHOM BJIACTH HA OPraHU3aLUI0 IPOBEJICHHUS KIMHUYECKOTO
HCCIIEIOBaHMs JIEKapCTBEHHOI' O npenapara. PelieHre o mpuocTaHOBIEHUN KIMHUYECKOIO MCCIIEIOBAHUS
JIEKapCTBEHHOI'O IIpenapara Uil MEAULUHCKOIO IPUMEHEHUS IPUHUMAIOT PYKOBOJIUTENb MEIULMHCKON
OpraHM3aluy 1 (UIu) OpraHu3anius, MoTy4duBIlas pa3pelieHrne yI0JHOMOYEHHOIO (elepalbHOTO OpraHa
UCIIOJIHUTEJIBHON BJIACTH HA OPraHM3ALMIO MIPOBEIEHUS KIMHMYECKOTO HMCCIENOBAaHUS JIEKAPCTBEHHOTO
npernapata Juis MEAMLIMHCKOIO TPUMEHEHUs, pEIIeHWE O TMPEeKpalleHUd TaKOro MCCIEIOBAHUS
IIPUHUMAET YIOJIHOMOYEHHBIHN (eiepaabHblil OpraH UCHOJHUTEIBHON BJIAaCTH HA OCHOBAaHMM COOOILEHUS
B NHUCbMEHHOW (hopME PYKOBOAWTENS MEIWIMHCKONW OpraHW3allid WM OPTaHU3aIMs, MOJyYHBIIAS
paspelieHre yHoJIHOMOYEHHOro (efepalbHOr0 OpraHa HCIOJHUTENBHOW BJIACTH Ha OpraHU3aIUI0
MIPOBEICHUS KJIMHUYECKOI0 UCCIIE0BAaHUS JIEKapCTBEHHOI O MpenapaTa JIIsl METUIIMHCKOTO IIPUMEHEHUSI.

7. B cpok, He NpeBBIIAOLIMA NATH paboyux AHEH CO JHS 3aBEpUICHHUs, NPUOCTAHOBJICHUS WU
NpeKpalmiCHusd  KIIMHUYCCKOIro HUCCIICAOBaHMA  JICKAPCTBCHHOTO  IIp€riapara Ajd MCIUIHUHCKOI'O
IPUMEHEHHs, COOOIIeHne 00 ITOM HalpaBJseTCsl OpraHU3alUsIMM, YKa3aHHBIMU B YacTH 3 cTaTbu 38
HacToduero denepanbHOro 3aKkoHa, B YIOJTHOMOUYEHHBIN (peiepanbHblii OpraH UCHOIHUTEILHOW BIACTH
10 YCTaHOBJIEHHON UM (hopMe.

8. ®opma cooOOIIeHUsI O 3aBEpIICHUU, MPUOCTAHOBJICHUH WJIH TMPEKPANICHUN KIWHUYECKOTO
HCCIEA0BaHMS JIEKAPCTBEHHOTO Mpenapara Jijisi MEAUIMHCKOrO PUMEHEHHUS I0J>KHA COAEPKATh:

1) uadopmanuo 0 MEAUIIMHCKOW OpPraHU3allMyd WM MEIWLUUHCKUX OpraHU3alusX, MPOBOJIMBIINX
JAHHOE UCCIIEI0BAHNUE;

2) onucaHue JaHHOTO MCCIIEIOBAHNS,

3) nanHble uccaenoBarens (pamMuiIMs, UMs, OTYECTBO, MECTO pabOThI, 3aHUMaeMasi JOJKHOCTb,
CHElHaIbHOCTh, CTaX paboThl MO MporpaMmaM KJIMHMYECKHUX MCCIEAOBAaHUN JIEKapCTBEHHBIX
IIPENapaToB, IEPEUEHb KIMHUYECKUX MCCIEIOBAHUNM JIEKAPCTBEHHBIX IIPENAapaToB, B KOTOPBIX OH
MpUHUMAN yyacThe (IEpUObl yUacTHsl) B KaueCTBE UCCIEA0BATENS UIIK COUCCIIeI0BATENA);

(B pen. denepanbhoro 3akona ot 11.10.2010 N 271-03)

4) pe3yabpTaT JAaHHOIO MCCIIEOBaHUs (3aBepllieHre, IPUOCTAHOBJICHNE WU MPEKpallleHne TaHHOTO
WCCIIEIOBAHMS C YKa3aHWEM UX MPUYUH U BIUSHUS Ha OIIEHKY €r0 Pe3yJIbTaToB, OOIIYIO OIIEHKY PUCKA U

CtpaHuua 99 u3 163



®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

OXKUJAaeMOH TOJIb3bl OT MPUMEHEHHs] HCCIEAyeMOro JIEKapCTBEHHOrO Ipemapara, a Takke
npeAnojaraeMbie JajabHEHIIe 1eUCTBUS).

8.1. Ilpu BeIABICHUM (elepalbHbIM OpPraHOM MCIIOJHUTEIbHON BIACTH, OCYIIECTBIISIOLIUM
(GYHKIMH TIO0 KOHTPOJII0O M Haa30py B cdepe 3apaBOOXpaHEHMs, HAPYUICHWH MpaBWII HaJUIekKalleH
KJIIMHUYECKOW IPAKTUKU TPU IPOBEICHUM KIMHUYECKOTO HCCIIENOBaHMUS JIEKAPCTBEHHOIO IIperapara,
BIUSIOIIMX HA IOJHOTY U (WIM) JOCTOBEPHOCTh JAHHOI'O KIMHMYECKOI'O HMCCIIEHOBAHUS, yKa3aHHBIN
(benepanbHbIl OpraH MCHOJHUTEIbHON BIACTU MPUOCTAHABIMBAET IPOBEIECHUE AAHHOIO KIMHUYECKOTO
HCCIIEA0BAHUSA U BBIHOCUT MEIULMHCKOM OpPraHW3ally, B KOTOPOM IPOBOJAUTCS JAHHOE KIMHUYECKOE
UCClieIoBaHKe, IpeanucaHue o0 YCTpaHEHUM BBIABICHHBIX HapylueHuil. Ilpu HeycTpaHeHuun
MEIULMHCKOM OpraHu3alMeil BbBIABICHHBIX HApYyIICHWH B YCTAHOBIEHHBIM B IIPEANMCAHUU CPOK
yKa3aHHbIN (enepanbHblii OpraH MCIOJHUTEIbHOM BIACTH IPUHUMAET pEIIeHHEe O MpeKpalleHUuu
IIPOBEJECHUS KJIMHUYECKOIO MCCIIEJOBaHMSI JIEKAPCTBEHHOIO IpernapaTa M HalpaBisieT B (enepalibHbIN
OpraH MCIIOJHUTEIbHOM BIJIACTH, OCYLIECTBISAIONMA (YHKIMHM 1O BBIPAaOOTKE U  pealu3aluu
rOCYJAapCTBEHHON TOJIMTHKH M HOPMATHBHO-IIPABOBOMY PETYJIMPOBAHHUIO B chepe 3apaBOOXpAHCHHS,
3aKJIFOUYEHUE O BBIABIICHUU IPU MPOBEACHUN JAHHOTO KIMHHYECKOTO MCCIIEIOBAHUS HAPYIIEHUN NPaBUII
Ha/IJIe)KaIIel KIMHUYECKOW MPAKTHKH JJIsl IPUHATHUS PEICHUS 00 OTMEHE pa3pelieHus] Ha OpraHu3aIiio
IIPOBEJICHUS JAHHOTO KIMHMYECKOTO HCCIIENOBAaHUSA C JAThl IPUHATUS PELICHHUS O NPUOCTAaHOBICHUU
MIPOBEACHUS KIIMHUYECKOIO NCCIIEA0BAHMS JIEKAPCTBEHHOTO IIpenapara.

(uactsb 8.1 B pea. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

8.2. Ilpu mnpoBeaeHHM KIMHUYECKOIO UCCIEIOBAHMS JIEKAPCTBEHHOIO Ipemnapara Ul
MEIULMHCKOTO IPUMEHEHUS B Cllyyae YTOYHEHUS (M3MEHEHUs) JaHHBIX, COJEPIKAIUXCS B pa3pelIeHun
Ha IPOBEJCHUE JAHHOTO KIWHUYECKOrO MCCIIEIOBAaHUsA, HA OCHOBAHMM HAIpPABJICHHOIO B JIMYHBIN
KaOMHET YMOJIHOMOYEHHOro (elepaJbHOro OpraHa HCHOJHHUTENbHOM BIACTM B E€IUHON cHcTeme
oOpallleHusi 3asiBUTENIs, MOANKUCAHHOTO YCHUJICHHONW KBaIM(QHUIMPOBAHHOW 3JIEKTPOHHOW IMOAMMCHIO, C
MPUIIOKEHUEM MOTHUBUPOBAHHOTO OOOCHOBAaHUS M JIOKYMEHTOB, MOJTBEPXKJIAIOMIMX HEOOXOIUMOCTb
YTOYHEHUS] JAHHBIX, YINOJIHOMOYEHHBIM (QenepalibHblii OpraH HCHOJHUTENBbHON BJIACTH B CpPOK, HE
MPEBBILAIOIINN /IBaIaTH BOCBMHU pabouux AHEH CO JHSA TOCTYIUIEHHS TaKoro oOpalleHHusi, BHOCHUT
W3MEHEHUS B Pa3pelleHre Ha IPOBEICHNE KIMHUYECKOTO HCCIE0BAaHMUs JIEKAPCTBEHHOIO IIpenapara Juls
MEIUIMHCKOTO TPUMEHEHMSI M PEeCTp BBIAAHHBIX pa3peIIeHUH Ha TPOBEACHHE KIMHUYECKUX
HCCIIEIOBAaHUM JIEKapCTBEHHBIX IpPENnaparoB, a TAaK)Ke HANpaBiseT B JUYHbIA KaOWHET 3asBUTENs B
€IMHOM CHUCTEME BBIMCKY M3 peecTpa BBIJIAHHBIX pa3pelICHUH Ha MPOBENECHUE KIMHUYECKUX
UCCIIEIOBAaHUM  JIEKaPCTBEHHBIX  IPENapaToB, MOJNUCAHHYIO YCHJICHHOW KBaJU(UIUPOBAHHOU
3JIEKTPOHHOH MOAMNHUCHIO, TMO0 MPUHUMAET pelIeHne 00 0TKa3e BO BHECEHHHM U3MEHEHUH B pa3pelieHue
Ha TPOBEJECHHE KIMHUYECKOTO MCCIEIOBAaHNs JIEKAPCTBEHHOIO Mpernapara Uil MEIUIMHCKOIO
NPUMEHEHHS U HalpaBJIseT B IUYHBIA KaOMHET 3asBUTENS B €IMHON CHCTEME 3TO PElIeHHe, MOANNCAaHHOE
YCWJIEHHOM KBaTHU(PHUIIMPOBAHHON AJIEKTPOHHON MOJIUCHIO, C YKa3aHUEM NMPUYHUH OTKa3a.

(uactsb 8.2 BBeeHa PenepanbHbIM 3ak0HOM OT 30.01.2024 N 1-D3)

9. VYmnonHomoueHHBIH (QenepaqbHbIii OpraH HCIOJIHUTEIbHOW BJIACTH OMYOJIMKOBBIBAET U
pasmeniaer Ha cBoeM oduuuansHOM caiite B cetn "HMHTepHeTr" cooOlieHHe O 3aBepIICHHH,
MIPUOCTAHOBIIEHUU WJIH MPEKPALIEHUN KIMHUYECKOTO HCCIEI0BaHUs JIEKapCTBEHHOIO Iperapara Jyis
MEIULMHCKOTO MPUMEHEHHsI B CPOK, HE MPEBBIIIAIOMUN NATH pabouyux JHEW cO JTHS ero MoyyuyeHus, B
YCTaHOBJIEHHOM UM TOPSKE.

10. YnonHoMoueHHbIH (eaepanbHbIi OpraH MCHOJHHUTEIbHON BIACTH OCYIIECTBIISIET BeEJCHHE
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peecTpa uccienoBaresiel, MpOBOASAIIMX WIA IPOBOAUBIINX KIMHUYECKHE UCCIIEIOBAHMS JIEKAPCTBEHHBIX
npenaparoB Jyisi MEIUIMHCKOTO NMPUMEHEHHUS, B COOTBETCTBUM C YTBEP)KICHHBIMU UM MpPaBWIAMU U
pasMelnaeTr ero Ha cBoeM OQUIMaIbHOM caiite B cetd "MHTepHET" B YCTAaHOBJICHHOM WM IOPSJIKE.
Yka3aHHbBIN peecTp COACPKUT HH(HOPMALIUIO, TPETyCMOTPEHHYIO ITYHKTOM 3 YacTH 8 HACTOSAIICH CTAaThU.

11. Ortduer o0 pe3ynbTaTax KIMHUYECKOTO MCCIEIOBAaHUS JICKAPCTBEHHOIrO Ipernapara s
MEIUIIMHCKOTO MPUMEHEHMS COCTABIIAETCS OpraHU3allel, yKa3aHHOW B 4acTH 3 cTaTbu 38 HACTOALIETO
denepanbHOrO 3aKOHA, W MPEJCTABISIETCS B YHOJIHOMOUYCHHBIH (ellepalbHbIi OpraH HCIOIHUTEIBHON
BJIACTH, BBIJABIIMN pa3pelIeHHE Ha MPOBEACHUE ATOTO HCCIEAOBAHMS, B CPOK, HE MPEBBIIIAOIINI
IBEHA/ILATH MECAIEB CO JHS €ro 3aBepIICHHs, NPHOCTAHOBICHUS WM NPEKPaIICHHs, B IMOPSJIKE,
YCTaHOBIICHHOM YITOJTHOMOUYEHHBIM (peiepabHbIM OpPTraHOM HCIIOJTHUTEIBHOM BIIACTH.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-D3)

12. Hapymenue mnpaBui HaJUIekKamledl KIMHUYECKOH TNPaKTHKH, (anbcu(uKamus pe3ysibTaToB
KJIIMHUYECKOI'O HCCIIEI0BaHMs JICKapCTBEHHOI'O Mpenapara il MEIULUHCKOIO0 IPUMEHEHHs BJIEKYT 3a
co0O# OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHO/ATENLCTBOM Poccuiickoii deneparui.

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

13. Ilpu nmpoBeaeHNHN KIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOIO IIpenapara sl MEIULUHCKOTO
IIPUMEHEHHs JOIMYyCKaeTcsl 3a00p y MAalMEeHTOB OMOJIOTMYECKUX MaTepuasioB (00paslibl OMOJIOTHYECKUX
KHUJIKOCTEeH, TKaHEH, CEKPEeTOB W MPOIYKTOB JKU3HEACATEIHHOCTH 4YellOBeKa, (U3NOJIIOTHUECKUX U
NATOJIOIMYECKUX BbIIEICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPI'aHU3MOB, OMOIICUIHHBIA MaTepuall)
uid ux usyuyenus B Poccuiickoit @enepauuu u (uim) 3a npegenamu Poccuiickoit @enepanuu.

(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

14. Tlopsimok BBO3a B Poccmiickyto deneparuio u BeiBO3a 3a mpezaenbl Poccuiickonr deneparimn
OMOJOTMYECKNX  MaTepuaioB, TONYyUYEHHBIX TPU TMPOBEAEHUM  KJIMHUYECKOTO  HCCIEIO0BaHUS
JIEKApCTBEHHOT'O TperapaTa s MEIUIIMHCKOrO0 TPUMEHEHMs, ycTaHaBiuBaercs [IpaBUTenbCTBOM
Poccuiickoit denepanun.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 41. [loroBop O NnpoBeAeHUN KIIMHUYECKOro uccriefqoBaHus NIeKapCTBEeHHOro
npenapara Ans MeaUUUHCKOro NpuMeHeHUsA

1. KnuHuyeckoe uccineqoBaHUE JIEKAPCTBEHHOI'O Mpernapara [Jisi MEIULIMHCKOTO MPUMEHEHUS
MIPOBOJIUTCSI B COOTBETCTBHH C JIOTOBOPOM O MPOBEJACHUM KIIMHUYECKOTO MCCIIEIOBAHMS JIEKAPCTBEHHOTO
npenapara Juisi MEIUWUMHCKOTO TPUMEHEHHMs], 3aKII0YaeMbIM MEXIy OpraHu3aluel, MOoIy4YuBIIEH
paspelleHrue ymnoJIHOMOYEHHOro (¢efepalbHOr0 OpraHa HCHOJHUTENbHOM BIACTHM Ha OPraHU3aluIo
MPOBEACHUS TAKOTO MCCIEIOBAaHUS, U MEAMIIMHCKOM OpraHu3alueid, OCYLIECTBIISIOEH MpOBEICHUE
TaKOI'0 UCCJIETOBAHMUS.

2. I[OFOBOp O TPOBCACHUU KIUMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBCHHOI'O Impfrapara A
MCIUIHUHCKOI'O IPpUMEHCHUS JOJKCH COACPKATD:

1) YCJIOBUSA U CPOKHU MPOBCACHUSA JAHHOT'O UCCIICAOBAHUA,

2) ompenaeneHue OOMIEH CTOMMOCTH MPOTPAMMBI JTAHHOTO WCCIICIOBAHUS C YKa3aHUEM CYMMHBI,
NpeAHa3Havaroencs sl BBIIIAT UCCIEA0BATENsAM, COMCCIIEI0BATEISAM;
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3) ompenenenue (Gopmbl MPeACTaBICHUS Pe3yIbTaTOB JAHHOTO HCCIEAOBAaHUS B YIIOJIHOMOYEHHBIN
(denepanbHBI OPraH UCIIOJHUTEIHHON BIACTH.

CraTtbn 42. duHaHcoBoOe obecneyeHue KNMUHUYeECKoro nccnenoBaHus
JNIeKapCTBEHHOro npenapara ans MeguUUHCKOro NpuMeHeHus

dunaHcoBoe oOecneyeHHe KIMHHYECKOTO HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCriapara I
MCIUITUHCKOI'O IPUMCHCHUS OCYIICCTBIIACTCA 3a CUCT:

1) cpenctB deaeparbHOTO OKOKETA;

2) cpeACTB OpraHu3aluii, NOJYYMBLIMX pa3pelleHHe Ha OpraHu3alli0 IPOBEACHHUS JaHHOIO
HCCIIEA0BAaHMs, B COOTBETCTBUU C YCIOBUSAMHU JJOTOBOPA O €r0 IIPOBEACHUH;

3) UHBIX HE 3alpelIeHHbIX 3aKOHOAAaTeIbCTBOM Poccuiickoil denepanu HCTOUHUKOB.

Cratba 43. lpaBa nauMeHTOB, Yy4YacTBYHWLWUX B KIIMHUYECKOM UCCNeaoBaHUU
NeKapCTBEHHOro npenaparta ans MeauLuUMHCKOro NnpuMeHeHus

1. VYyacrtue MMaguCHTOB B KIMHHUYCCKOM HCCICOAOBAHHMHU JICKAPCTBCHHOI'O IIpfIliapaTta aJiid
MCIUIIUHCKOI'O IPUMCHCHUS ABJISACTCS I[06pOBOJII)HI)IM.

IIpumeyanue.
C 01.01.2026 B a03. 1 4. 2 ct. 43 BHOCsTCS M3MeHeHus (D3 ot 30.01.2024 N 1-D3).

2. TlanueHT WM ero 3aKOHHBIA MPEACTAaBUTENb JODKEH OBbITh MHGOOPMHUPOBAH B MUCHBMEHHOU
dbopwme:

1) 0 JICKaApCTBCHHOM IIpeliapare i MCAUIHUHCKOIO MPUMCHCHHA W CYIIHOCTH KIIMHHUYCECKOI'O
HCCIICO0BAaHMA 3TOTO JICKAPCTBCHHOI'O IIpCIiapara,

2) o 6e30MacHOCTH JIEKAPCTBEHHOI'O Ipernapara JUlsi MEJUIIMHCKOTO MPUMEHEHUs, ero 0’KUAaeMOon
3¢ (HEKTUBHOCTH U CTENIEHU pUCKA IS MAIUEHTA,

3) 00 YCIIOBUAX YUACTUA MMALIUCHTA B KIIMHUYCCKOM HCCJICIOBAHUU JICKAPCTBCHHOI'O IIpCriapaTa AJid
MCIUIIUHCKOI'O IPUMCHCHUA

4) 0 [OCIM WM [OCIIX W TPOAOJDKUTCIIBHOCTU KIMHUYCCKOIO MCCICAOBAHUSA JICKAPCTBECHHOI'O
mnpemnapara Jjid MEAUIUHCKOT'O IIPUMCHCHU,

5) 0 ,Z[CﬁCTBPIﬂX nanyueHTa B Cliyda€ HCHUPCABUIACHHBIX B(I)q)CKTOB BJIUSAHUS JICKAPCTBCHHOTO
npemnapara i MEJUIUHCKOTO IPpUMCHCHHA Ha COCTOAHUC €T0 3JO0POBbS;

6) 00 YCIIOBUSAX 00513aTEILHOTO CTpaxoOBaHUs KU3HU, 3JOPOBbS IMMAIIUCHTA,

7) 0 TapaHTHAX KOH(i)I/I)ICHHI/IaJ'IBHOCTI/I ydacTusa TManuEHTa B KIWMHHUYCCKOM HCCIICI0OBAHUU
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JICKaApCTBCHHOI'O IIplIiapaTta JJisd MCIAUIMHCKOT'O IIPUMCHCHUA.

IIpumeyanue.
C 01.01.2026 4. 3 crt. 43 uznaraercs B HoBou penakuuu (D3 ot 30.01.2024 N 1-D3).

3. I[OGpOBOJIBHOC corjraCue nmaiueHTa Ha y4aCTUC B KIMHUYCCKOM HUCCIICAOBAHHUU JICKAPCTBCHHOI'O
mnmpemnapara Jid MCIUIHMHCKOrO IPHMEHCHHUS IIOATBEPKAACTCA €ro IIOAINMKCBIO HIIM IIOAINMCBIO €TI0
3aKOHHOI'O MPCACTAaBUTCIIA HaA I/IH(i)OpMaLII/IOHHOM JIUCTKC IMallkMCHTA.

4. HaI_II/IeHT WIA €ro 3aKOHHLIN MMpEACTAaBUTCIIb HMCET IIPaBO OTKA3aTbCA OT YYaCTHUA B
KIMHUYCCKOM HCCIICAOBAHUUN JICKAPCTBCHHOTI'O IIpIliapara A4 MCAUIMHCKOI'O IMPMMCHCHUA Ha JIF000H
CTaluu MMPOBCACHUA TAKOT'O UCCIICIOBAHUS.

IIpumeyanue.
C 01.01.2026 B u. 5 ct. 43 BHOCcaTcsa usmenenus (O3 ot 30.01.2024 N 1-D3).

5. IlpoBeneHue KIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOIO Ipenaparta Uil MEIULUHCKOIro
IIPUMEHEHHUSI C yYaCTHEM B KAa4E€CTBE IMALMEHTOB JIETEH JOMyCKaeTcs TOJIBKO C COTJIacHs B NMHCbMEHHOU
dopme ux poaureneid, ycplHOBUTENEH. JleTh MOTryT paccMaTpuBaThCsl B KAadyeCTBE IMOTEHIIMAIBHBIX
MAIMEHTOB TAKOI'0 UCCIEI0BaHUs, TOJIBKO €CIH €ro MPOBEACHNE HE00X0AUMO I YKPEIJICHUS 310pPOBbs
JeTed WM NpoUIakTUKY MH(EKIIMOHHBIX 3a00J€BaHUil B IETCKOM BO3pPAcTe JIMOO €CIIM LENbI0 TaKOTO
HCCIIEIOBaHMS SBISETCS NOJYyYEHUE JAHHBIX O HAWIy4IlIel NO3UPOBKE JIEKAPCTBEHHOIO Ipenapara Jyis
JedyeHus nered. B 3TUX ciyyasX TakoMy HCCIEIOBAaHUIO JIOJDKHO TMPEIIIECTBOBATh KIMHUYECKOE
HCCIIEIOBAaHNE JIEKApCTBEHHOIO IpernapaTta Uil MEAMIMHCKOIO NPUMEHEHHUS Ha COBEPIIEHHOJETHUX
rpaxaaHax, 3a MCKIOYEHHEM CIIy4aeB, €CJIM MCCIeAyeMbI JIeKapCTBEHHbIN MpemapaT Juis
MEIULIMHCKOTO IPUMEHEHUS IIpeIHa3HAYCH UCKIIIOYUTEIILHO JUIS UCIIOJIb30BaHUs
HECOBEPUICHHOJIETHUMHU I'PaXTaHaMU.

(B pen. @enepanbHoro 3akona ot 22.10.2014 N 313-03)

6. 3anpen1aeT051 MMPOBEACHUEC KIIMHHUYCECKOTO MCCICIOBAHUA JICKAPCTBCHHOI'O IIpfriapara IJid
MCIUIUHCKOI'O IPUMCEHCHUS C YIACTUCM B KAYCCTBC MMAlITUCHTOB!

1) neTeii-CUpOT U ACTEH, OCTABIIUXCS 0€3 TOTICUCHHS POAUTEIICH;

2) SKEHIIMH B TNepuoJ OEpeMEHHOCTH, JKEHIIMH B MEpUOJ] TPYAHOTO BCKapMIIMBaHUS, 32
UCKIIIOYEHUEM CIIy4aeB, €CIM IMPOBOJUTCS KIMHUYECKOE HCCIEI0BAaHUE JIEKapCTBEHHOTO IIperapara,
NpeJHa3HAUYEHHOTO JUIsl YKA3aHHBIX KCHIUH, IPU YCIOBUU HEOOXOJUMOCTH MOJIY4YeHHsS HUHPOpPMALUU
TOJBKO BO BpPEMs IMPOBEACHUS COOTBETCTBYIOIIMX KIMHMYECKUX MCCIECIOBAHUM W TPUHATHS BCEX
HEOOXOJMMBIX MEp M0 HCKJIIOUYEHHUIO pHCKa HAHECEHMs Bpela >KEHIIMHE B TMepHoJ]] OepeMEHHOCTH,
KEHILMHE B IEPUOJ IPYAHOI0 BCKAPMIIMBAHMSL, IIJIOy WU PEOCHKY:;

3) BOEHHOCIY’)KallMX, 3a HUCKIOYEHHEM CIIy4aeB IMPOBEACHMUS KIMHUYECKOIO MCCIEI0BaHUs
JIEKapCTBEHHOI'0 Ipernapara, CHEeNHaJbHO pa3pabOTaHHOTO MJs NPUMEHEHHUS B YCJIOBHUSX BOEHHBIX
JeWCTBUHM, 4Ype3BbIUANHBIX CHUTyallMid, NpPOPUIAKTHKM W JiedeHUs 3a00JieBaHMM U TMOpaXKeHUH,
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MOJIyYEHHBIX B  pe3ysibTaTe BO3JCHCTBUS  HEOJAronmpUATHBIX  XHUMHUYECKHUX, OHOJIOTMYECKUX,
paauanuoHHBIX (akTopoB. KiMHUYECKOE HCCIIEIOBAaHUE TAaKOTrO JICKQPCTBEHHOTO Mpenapara MOXKET
IIPOBOJUTHCS C yYACTUEM B KAUECTBE MTALIMEHTOB BOCHHOCIIYKAILKX, 3a UCKIIFOYEHUEM BOCHHOCIYKalUX,
MIPOXOJISAIINX BOCHHYIO CITY>KOY IO TPU3BIBY, C COOIIOICHUEM TPeOOBaHM, YCTAHOBICHHBIX HACTOSIINM
®denepanbHbIM 3aKOHOM B OTHOIIEHUH I'PaXXIAHCKUX JIULL;

4) cOTpyIHUKOB IIPAaBOOXPAHUTEIILHBIX OPraHoOB;

5) nui, oTOBIBAIOIIMX HaKa3aHUE B MECTax JIMIIEHUS CBOOOJBI, & TAKXKE JIUI, HAXOAITUXCS IO
CTpa)Kel B CIEJCTBEHHBIX M30JISITOPaX.

[Tpumeuanwue.
C 01.01.2026 B u. 7 ct. 43 BHOCsATCS udMmenenus (O3 ot 30.01.2024 N 1-D3).

7. JomyckaeTcss NpOBEICHHE KIMHUYECKOTO HCCIIEAOBAaHUS JIEKAPCTBEHHOIO IIpernapara ajs
MCIUIUHCKOI'O IMPUMCHCHHU, ITPEAHAZHAYCHHOI'O JJIA JICUCHUA IICUXUYCCKUX 3360J’I€BaHI/II\/JI, C y4aCTucMm B
KayecTBE MAIEHTOB JIUI[ ¢ ICUXUYECKUMHU 3a00JI€BaHUAMH, IPU3HAHHBIX HEJAEECIOCOOHBIMU B MOPSIJIKE,
YCTAaHOBJIEHHOM  3akoHoaarenbcTBOM  Poccumiickoit  ®enepanuu. KinuHuyeckoe  MCCIEIOBAaHHE
JIEKapCTBEHHOT'0 IpenapaTta B 3TOM Cllyyae MPOBOJUTCS MPH HAJMYUU COIJIacHsl B MMCbMEHHOU (opme
3aKOHHBIX HpCIICTaBI/ITCJIE':ﬁ YKa3aHHBIX JIMII.

Cratba 44. OOszaTenbHoe CTpaxoOBaHME KU3HU, 300POBbA  NAUMUEHTa,
yvyacTByHLWero B KINMHMYECKOM WCCNefoBaHMM JeKapCTBEHHOro npenaparta AnAd
MegULUHCKOro NPpUMeHeHus

(B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. Opranuzanusi, TNOJYYMBINAs pa3pelieHUe Ha OPraHU3aIUI0 TPOBEACHUS KIMHUYECKOTO
WCCIIEIOBaHMS JIEKAaPCTBEHHOTO Tpernapara Ais MEIUIMHCKOTO TMpUMEHEeHHs, o0s3aHa B KadyecTBe
CTpaxoBaTessl CTPaxoBaThb PHUCK MPUUYMHEHUS Bpeda KU3HHU, 3I0POBBIO TAlMEHTa B PE3yJbTaTe
MPOBEICHUS KIIMHUYECKOIO0 UCCIIEI0OBAHUs JIEKQPCTBEHHOIO Mpenapara il MEAUIUHCKOTO TPUMEHEHUS
3a CBOM CUeT MyTeM 3aKJIF0UEHUS 10rOBOpa 003aTEIbHOTO CTPAXOBaHUS.

2. OOBekTOM 00s3aTeILHOrO CTpaxOBaHUA SBJISCTCA PIMyH.ICCTBCHHBIfI HHTCPCC IMaluCHTa,
CBSI3aHHBIN C MPUYUHCHUEM BpEaa €ro XKU3HW UK 3J0POBBIO B PE3YJILTATC MPOBEACHUA KIMHUYCCKOTO
HCCIICAO0BAaHUA JICKAPCTBCHHOI'O NIpCriaparta AJid MEAULUHCKOTO ITPUMCHCHUS.

3. CTpaxoBBIM CITy4aeM IO JOTOBOPY 00S3aTEILHOTO CTPAXOBAHUS SBISIETCS CMEPTh MAIMeHTa UITH
YXYALIEHUE €r0 3I0POBBS, B TOM YHCIIE BICKYIIee 32 COOON YCTAHOBICHHE HHBAIUTHOCTH, IPH HATUIHH
MPUINHHO-CIIEACTBEHHON CBSI3M MEXKIy HACTYIUIGHHEM JTOTO0 COOBITHS W yYacTHEM TallieHTa B
KJIIMHUYECKOM HCCIIEJOBAaHUU JICKAPCTBEHHOTO Ipenapara.

4. Tpe6OBaHI/I$I O BO3MCHICHHMU BpCla, NPUYXMHCHHOIO JXW3HHW WJIW 3A0POBBIO ITalUCHTA,
NMPCABABIAIOTCA B TCUCHUC CpPOKOB HCKOBOI1 JaBHOCTH, YCTAHOBJICHHBIX TpaXXJaHCKHUM
3aKOHOJAaTCJIIbCTBOM.
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5. Pa3Mep CTanOBOﬁ BBIIIJIATHI 11O IO0T'OBOPY 00513aTEJILHOIO CTpaxoBaHHsA COCTABJIACT:

1) B cmyyae cMepTH MalMeHTa JBa MIJUTHOHA PyOJiell Ha KaXJIOro MalueHTa, Y4acTBOBABILETO B
KJIMHUYECKOM HCCIIEOBaHNUH JICKAPCTBEHHOT'O Mperapara;

2) npu yXyALIEHUH 30POBbs MAllUEHTA!

a) TOBJIEKILIEM 3a COOOM yCTaHOBJICHHE WHBAIUTHOCTU | rpymnmbl, OAMH MULIHOH MSTHCOT ThICSY
pyOieil Ha KaXIOro MalueHTa, yYacTBOBABIIETO B KIMHUYECKOM WCCIEAOBAHUH JICKAPCTBEHHOTO
npernapara;

0) moBiekiIeM 3a co0O# yCTaHOBJIEHWE WHBAIUAHOCTH Il Tpynmbl, oguH MWUIMOH pyOsiel Ha
KaXJIOTO MAaIllUeHTa, Y9aCTBOBABILETO B KIMHUYECKOM HCCIIC0OBAHUH JICKAPCTBEHHOT'O Mperapara;

B) IOBJEKIIEM 3a co0oil ycraHoBieHue uHBanWgHOCTU III rpynmsl, msaThCOT ThICSY pyOsied Ha
Ka)KJOr0 MalMeHTa, y4aCTBOBABLIETO B KIIMHUYECKOM MCCIIE0OBAHNH JIEKaPCTBEHHOTO IIPENapara;

I') HE TIOBJICKIIEM 32 COOOHM YCTaHOBJICHUS WHBAJIMIHOCTH, HE OOJiee YeM TpHUCTa ThICSY pyOJiel Ha
KKJOro TMalMeHTa, yYacTBOBABIIETO B KIMHUYECKOM HCCJIEIOBAHUU JIEKAPCTBEHHOTO Ipenapara,
UCXOJII W3 HOPMATHBOB, OTPAXAIONIMX XapakTep U CTENEHb MOBPEKICHUS 3J0pPOBbS, a TaKKe
(aKkTUYECKH TIOHECEHHBIX MAllMeHTOM pPAacXOJI0OB, BBI3BAHHBIX IOBPEKICHUEM 3JI0pPOBbS, Ha
MEIUIIMHCKYIO IIOMOIIb, IIPUOOPETCHHE JICKAPCTBCHHBIX MTPEIapaToB.

(nm. "r" B pen. @eaepanbHOro 3akona ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utons 2015 ronma. - @enepanbublii 3akoH oT 22.12.2014 N 429-D3.

7. CpOK A0roBopa 00513aTeIIbHOTO CTpaxXOBaHUA HE MOIKET OBITh MCHEC, YC€M CPOK IHPOBCACHUSA
KIIMHUYCCKOT'0 UCCIICAOBAHUA JICKAPCTBCHHOT'O ITpEIiapara.

8. VYcnoBus JoroBopa 00s3aTENBHOTO CTPAXOBAaHUS, B TOM YHCIE CTPaxoBble Tapudbl 1O
00s13aTeIbHOMY CTPaxOBaHUIO, MEPEUYEeHb HEOOXOAMMBIX JIOKYMEHTOB [yl OCYIIECTBIEHHUS CTPaxoBOM
BBIIJIATHI, TOPSJIOK YCTAHOBJEHUS CTPAXOBaTEJIEM WHAMBUIYAIbHOTO HIEHTH(PUKAIMOHHOTO KOJAa
MManuceHTa, MOpsAa0K I/IH(bOpMI/II)OBaHI/ISI CTpaxoBaTCJIEM CTpaxOBHIUMKA O IMPUBJICYCHHBIX K KIMHUYCCKOMY
HCCIIEIOBAaHUIO JIEKAPCTBEHHOI'O Ipenapara Uil MEOUIMHCKOrO IPUMEHEHUs IalMeHTaX, MOpPsSI0K
YILIaTbI CTanOBOI\/JI MMpEeMHH, MOPAAOK p€ain3aliuu OIPCACIICHHBIX HACTOAIIUM d)enepanLHHM 3aKOHOM U
ApyrumMu  (elepanibHbIMU 3aKOHAMHM IpaB M O0O0sA3aHHOCTEH CTOPOH MO JOrOBOpPY O00s3aTEIbHOIO
CTpaxOBaHHUsA, a TaKXKC HOPMATHBBI, OTpaXArOOUME XapaKTEp W CTCICHb IMOBPCKACHUA 3I0POBbA,
yCTaHaBJIMBAIOTCS TUIIOBBIMH NPaBHJIAMH 0053aTEIbHOTO CTPAXOBAHUS.

(B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

9. B cnydae npuurMHeHUs BpeAa KU3HMU NAllMEHTa, y4aCTBOBABIIETO B KIIMHUYECKOM MCCIIEI0BAaHUU
JIEKapCTBEHHOI'0 TIpernapara, BBITOJONPHOOpETaTENsIMI [0 JOTOBOPY OO0SA3aTEIBbHOTO CTPaXOBAHMS
SBISIIOTCA TpaXkJaHe, HMMEIOUIME IpaBO Ha BO3MEIICHHE Bpela B CIyd4ae CMEPTU KOPMUJIbLIAa B
COOTBETCTBHH C TPAKIAHCKUM 3aKOHOJATEIHCTBOM, NPH OTCYTCTBUU TaKUX TPAXKIAaH - POIUTEIIH,
CyNnpyr, JA€TU YMEpUIEro MalMeHTa, YYAaCTBOBABILIETO B KIMHUYECKOM HCCIEIOBAHUM JIEKAPCTBEHHOI'O
mpenapara, B Cly4ae CMEpPTH TMalMeHTa, YYacTBOBABIIETO B KIWHUYECKOM HCCIICIOBAHUH
JIEKApCTBEHHOT'0 TIpernapara U He MMEBUIETO CAMOCTOSITEIBHOTO 0XOJa, - TpakJlaHe, Ha WXIAUBEHUU
KOTOPBIX OH HaxOJWJCS, B OTHOIICHWH BO3MEIICHHS PACXOJOB Ha TMOrpedeHre IMalKeHTa,
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Yy4YaCTBOBABIIETO B KIMHUYECKOM HCCIIEJIOBAHUH JIEKAPCTBEHHOTO Iperapara, - JIMIO, MOHECHIee TaKue
Pacxoibl.

10. CrpaxoBass BblIIUIaATA B CYET BO3MELICHHMS BpeAa, NPUUYMHEHHOIO JKHU3HU IallUEHTa,
y4acTBOBABUIETO B KJIMHUYECKOM MCCIECIOBAHUU JIEKAPCTBEHHOI'O IIpEmapara, pPacHpeiesieTcs MEx1y
BBIFOJIONPHOOpETATEIIMA IPOIOPLIUOHATIBHO UX KOJMYECTBY B PABHBIX JI0JISAX.

11. Ilpm HacTymjaeHUM CTPAXOBOrO Ciy4yas [MalMEeHT, YYacTBOBABIIUM B KIMHHUYECKOM
HCCIIEIOBAHUM  JIGKAPCTBEHHOIO  Ipenapara, BBIFOJIONIPUOOpETaTEeNIb  BIpaBe  MPEAbIBUTH
HEMOCPEACTBEHHO CTPAXOBIIHMKY TPeOOBaHKME O BO3MEIICHUH MPUYMHEHHOTO Bpena. CTpaxoBas BhIIIATA
OCYIIECTBIISIETCSl CTPaXOBUIMKOM B TEUEHUE TPHUALIATH JHEH CO [HS MPEACTaBICHUS HEOOXOIUMBIX
JOKYMEHTOB. [lalieHT, y4acTBOBABIIMI B KIIMHUYECKOM HCCIIEIOBAaHUHU JICKAPCTBEHHOTO IMpENnapara, Win
BBITOIONIPHOOpETaTENh 0053aH COOOLIUTh CTPAXOBILMKY JIJISI OCYIIECTBICHUS CTPAXOBOMl BBHIILIATHI
WHJIMBUIYATBHBIA UIEHTU(DUKAITMOHHBIN KOJI TTAlIMEHTa, YCTAHOBJICHHBINA CTPaxoBaTejeM B COOTBETCTBUU
C TUMOBBIMH MPABUJIAMH 00S3aTEILHOTO CTPAXOBaHUS.

12. Jlo TONHOrO OMNpelelieHus pa3Mepa MOJISKAIIEr0 BO3MEIICHHIO Bpeaa CTPaXOBIIUK IO
3asBJICHHIO TAlMEHTA, YYaCTBOBABIICTO B KJIMHUYCCKOM UCCIICIOBAaHHUH JICKAPCTBEHHOTO Mperiapara, Hiu
3asBJICHUIO BbIFOI[OHpI/I06peTaTCJI$I BIIpaBC OCYICCTBUTH YaCThb CTanOBOfI BBITIJIaTbI, COOTBECTCTBYIOIIYTO
(aKTUYECKHU OINPEIeIICHHON YaCTH MPUYHMHEHHOTO Bpe/Ia.

13. CrpaxoBas BbIILIATA B COOTBETCTBUU C JOIOBOPOM  O0OSI3aTEIIBHOIO  CTPAaxOBAHMS
OCYILECTBIISICTCS HE3aBUCUMO OT BBIILIAT, IPUYUTAIOIUXCS O APYTUM BHJAM CTPaXOBaHUS.

14. He AOIMYCKACTCA y4acTUC TMalUMCHTAa B MPOBCACHHUHU KIMHHUYECKOTO HCCICIOBAaHHA
JICKApCTBCHHOTO IIpeIiapaTa npu OTCYTCTBUU AOTOBOpaA 00513aTeNBLHOTO CTpaxoOBaHUH.

15. KoHTposp 3a HCIIOJTHEHWEM OpraHU3alMel, IOJIy4YMBIIECH pa3pelleHue Ha OPTraHU3alUIo
IIPOBEJIEHUS KIIMHUYECKOIO MCCIIEN0BaHNUs JIEKAPCTBEHHOTO Mpenapara JUisi MEIULIIUHCKOTO IPUMEHEHMS],
YCTaHOBJICHHOW HACTOALIEH cTaThell O0S3aHHOCTH MO 005A3aTEIbHOMY CTPAaXOBAaHUIO KU3HU, 370POBBS
NalMeHTa, YYacTBYIOIEro (y4acTBOBABILIEro) B KIMHUYECKOM HCCIEIOBAaHMU JIEKApPCTBEHHOT'O
npenapaTa, OCYLIECTBIISIETCS YHNOJHOMOYEHHBIM (heepaabHbIM OpPraHOM MCIIOJHUTEIBHOW BIIACTH,
BBIIABIIMM pa3pellieHUE Ha MPOBEIECHUE KIMHUYECKMX HMCCIENOBAHUM JIEKAPCTBEHHBIX MPENaparoB IS
MCIUIIMHCKOI'O NPpMMCHCHUS.

naea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratbs 45. NMpousBoacTBO NeKapCTBEHHbIX CpeacTB

1. TIpow3BOACTBO JIEKAPCTBEHHBIX CPEACTB JOHKHO COOTBETCTBOBATH TPEOOBAHUSM IPABUI
HaJJIexaleld MpOu3BOJCTBEHHON MPAKTUKH, YTBEPKIACHHBIM YIIOJTHOMOYEHHBIM (eiepallbHBIM OpraHOM
WCTIOTHUTEIbHON BIacTH. OCOOEHHOCTH TMepexo/ia MPOU3BOICTBA OTACIBHBIX JIEKAPCTBEHHBIX CPECTB K
WX MPOU3BOJICTBY B COOTBETCTBUU C TPEOOBAHUSAMHU MPABHI HAAJEXKAIIEH MPON3BOACTBEHHON MPAKTUKH
ycranaBiauBarotcst [IpaButensctBom Poccuiickoit denepanmu. Bbinada 3akiro4eHHl O COOTBETCTBHH
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJACTB TpeOOBaHHMSAM TPAaBHJ HaJJIekalleld MPOU3BOJICTBEHHON
MPAKTUKU OCYIIECTBIIIETCA IO pe3yJbTaTaM WHCIEKTUPOBAHUS MPOU3BOJIUTENECH JIEKAPCTBEHHBIX
CPEACTB B MOpsnKe, ycraHoBiaeHHOM IIpaBurensctBom Poccuiickont @enepaunuu. Pazmep marer 3a
BBIJIa4y 3aKJIIOUYCHHUSI O COOTBETCTBUHU IMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSM TPaBUI
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HaJJIe)Kaled  MPOU3BOACTBEHHOM  MpakTUKW — ycTaHaBiuBaercs IIpaBurenbctBoM — Poccuiickoii
Oenepauuu. [lopsaok opranuzanuu U MPOBEACHUS MHCIEKTUPOBAHUS MMPOU3BOIUTENCH JIEKapCTBEHHBIX
CpPEICTB Ha COOTBETCTBHE TpPEOOBAHUSAM TIPaBWJ HAJJICKAIICH IPOM3BOJACTBEHHON MPAKTHKU
ycranasinusaercs [IpasurenscrBom Poccniickoit denepanumn.

(B pen. @enepanbHbIX 3ak0HOB OT 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
429-®3)

2. IlpousBoacTBO JieKapCcTBEHHBIX cpeAcTB B Poccuiickoii dDeaepanud  OCYILIECTBISAETCA
MIPOU3BOIUTEISIMU JIEKAPCTBEHHBIX CPEJICTB, UMEIOIIMMH JIMLIEH3UIO0 HA MPOU3BOJICTBO JICKAPCTBEHHBIX
cpenctB. IloaTBep)kieHHE COOTBETCTBUS JIMIICH3WATa TPaBWIAM HAJJISKAIled MPOU3BOJICTBEHHON
MPAKTUKU OCYIIECTBISIETCA B PaMKax JIMIIEH3MOHHOTO KOHTPOJI B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
Poccuiickoit @deaeparuu ¢ yueToM 0COOCHHOCTEH, yKa3aHHBIX B YacTU | HacTOsIIEH CTaThH.

(B pen. @enepanbHbix 3aK0HOB 0T 22.10.2014 N 313-®3, o1 22.12.2014 N 429-D3)

2.1. Jlna uenedl JMIIEH3UPOBAHUS IPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB JJIs MEIULUHCKOrO
MPUMCHCHHUST W WHCIEKTUPOBAHUS CyOBEKTOB OOpAIEHUS JICKAPCTBEHHBIX CPEICTB HA COOTBETCTBHE
TpeOOBaHUSM MPABUII HaJJIeXkKAaIllel MTPOU3BOICTBEHHOM MPaKTUKU (peiepalibHbIN OpraH UCIOTHUTENBHOM
BJIACTH, OCYIUECTBJISIFOIIMI TOCYJAapCTBEHHYIO PETMCTPALMIO0 JIEKAPCTBEHHBIX IMPENAPATOB  JIJIA
MEIHUIIMHCKOTO TPUMEHEHHs, TMpeAocTaBisier (enepaasbHOMY OpraHy HUCHOJHUTENBHOM BIACTH,
OCYIIECTBISIONEMY (eAepaTbHbIi TOCYAAPCTBEHHBIA JIMIIECH3UOHHBIA KOHTPOJb JEATCILHOCTH TIO
MIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB JIi MEIULUMHCKOTO MPUMEHEHHUs, IO €ro 3ampocy B paMKax
MEXBEJIOMCTBEHHOTO MH(POPMAITMOHHOTO B3aUMOJICHCTBUSL B TOPSAKE, YCTAHOBICHHOM (enepaabHbIM
OpraHOM HCIIOJIHUTEJIbHOM BJIACTH, OCYILIECTBIIAIOIIMM JIUIEH3UPOBAHNE MMPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB il MEIUIIMHCKOTO TPUMEHEHHUs, W (QeAepaJbHbIM OpPraHOM HCIIOJIHUTEIBHONW BIIACTH,
OCYILECTBIISAIOMIUM T'OCYJAApPCTBEHHYIK PErMCTPALAI0 JIEKAPCTBEHHBIX IIPENApaToB Il MEIULMHCKOIO
MIPUMEHEHUSI, CJIEIYIONME CBEJICHHS O JIEKAPCTBEHHBIX CPEACTBaX (B TOM YHCIIE B Clydae, €Clid Takue
CBEICHUSI COCTABIIIIOT KOMMEPUYECKYIO TalHy):

1) B oTHOLIEHUY (hapMalleBTHUECKON CyOCTaHIIMN WK (papMaleBTUYECKUX CYyOCTaHIIMM, BXOAAIIUX
B COCTaB JIEKAPCTBEHHOTO Ipernapara (3a UCKIYeHneM (papMalleBTHYeCKUX CyOCTaHIMM, BKIIFOUEHHBIX B
roCy/IapCTBEHHBI pEECTp JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUM CO CTaThbel 34 HacTosIIero
®enepanbHOTO 3aKOHA):

a) HauMeHoBaHue (hapMaleBTHYECKOW CyOCTaHIINH, €€ CTPYKTYpa, OOIIHIE CBOMCTRA;
0) HaMMEHOBAHHE U A/IPEC MPOU3BOAUTEIS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIMMMCAHUEM CTaJII/Iﬁ IMPOU3BOJACTBA U MCTOAOB KOHTPOJISA Ha BCEX
CTagudgX IMPOU3BOACTBA,

T') ONUCAaHKUE pa3pabOTKHU Mpollecca MPON3BOJICTBA;
1) ONTUCAHKNE KOHTPOJIS KPUTUUECKUX CTAIUI MPOU3BOICTBA U IPOMEKYTOUHOU MPOTYKIUH;
€) TOKYMEHTaJIbHOE TTOATBEPIKICHUE (BAHIAIIMS) POIIECCOB M (MJIN) UX OIEHKA;

7K) CBOMCTBA M CTPYKTypa IEHCTBYIOIIMNX BEIIECTB;
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3) XapaKTepHCTHKA IIPUMECEii;
1) cnenudukanys Ha papMaleBTHUECKYIO CyOCTaHIIMIO U ee 000CHOBAHME;

K) aHaJUTHYECKUE METOAMKH, UCIOJIb3yeMble IMPH OCYIIECTBICHUH KOHTPOJSI KadecTBa
(hapmaleBTHUECKON CyOCTaHIINY;

J) JOKyMEHTalbHOE MOATBEPXKACHUE (BalMJalMsl) aHATUTUYECKUX METOAUK, UCIOJIb3YEeMbIX MPH
OCYIIECTBICHHH KOHTPOJIS KauecTBa (hapMaleBTHIECKO cyOCTaHInY;

M) pe3yJbTaThl aHaIM3a cepuil (hapMalleBTUUECKON CyOCTaHIINY;

H) MEpCUCHb CTaHAAPTHBIX 06pa31103 HJIM BCIICCTB, UCIIOJB3YCMbBIX P OCYHICCTBJICHUN KOHTPOJIA
Ka4yCCTBa,

0) OTHMCAHNE XAPAKTEPUCTUK U CBOMCTB YITAKOBOYHBIX MAaTEPHUAJTIOB H YKYTIOPOYHBIX CPE/ICTB;
1) JaHHBIE O CTA0MIBHOCTH (papMaleBTUYECKON CyOCTaHIINY;
P) CPOK TOAHOCTH;

2) B OTHOLIEHUH (hapMalleBTUUECKUX CyOCTaHIIMN, BXOASIIMX B COCTAB JIEKAPCTBEHHOTO Mpenapara
U BKJIIOYEHHBIX B IOCYJapCTBEHHBIM pEeCcTp JEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU CO CTaTbel 34
Hacrosuero PeaepanbHOro 3aKoHa:

a) HauMeHoBaHue (hapMalleBTHUECKOM CyOCTaHIIH, €€ CTPYKTypa, OOIIHe CBOMCTRA;
0) HaMMEHOBAHHE U a/IPEC MPOU3BOAUTEIS;

B) pe3yJIbTAThl aHAIN3a cepuil hapMaIeBTUUECKON CyOCTaHIINH;

I') CPOK TO/THOCTH;

3) B OTHOILIEHUH JIEKAPCTBEHHOT0 Mpenapara i MeAUIIMHCKOTO IPUMEHEHHUS:

a) OIMCaHKe U COCTaB JIEKAPCTBEHHOT'O Mpernapara Jisl METUIIUHCKOTO MPUMEHEHUS;

0) omnmcanue dapmareBTUYECKON pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOM
YIaKOBKH);

B) TEXHOJIOTHA IMPOU3BOACTBA C OMMMCAHUEM CTa)II/Iﬁ MMPOU3BOACTBA U METOJOB KOHTPOJIA HAa BCEX
CTagudgX IMPOU3BOACTBA,

I) ONHUCaHWe KOHTPOJS KPUTHYECKUX CTaguil Mpolecca IPOU3BOJICTBA U MPOMEXKYTOUHOM
IPOIYKLUH;

J1) HAUMEHOBAaHUE U a/IpeC MECTa OCYILECTBIIEHUS IIPOU3BOJCTBA JIEKAPCTBEHHOIO Ipernapara A
MEIUIMHCKOrO IMPUMEHEHHs (B Cllydae HaJW4YUs HECKOJIBKHUX YYAacTHHUKOB IIpoliecca IMPOM3BOJACTBA
YKa3bIBAETCS KaXAbIi U3 HUX);
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e) (apmanieBTHYECKasi COBMECTUMOCTD;

) MUKPOOHOJIOTMYECKHE XapaKTEPUCTUKH;

3) MaTepualbHbIN OaaHC ISl MPOU3BOICTBA CEPUU FOTOBOTO MPOIYKTA;

1) OIIMCAHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MATEPHAJIOB U YKYIIOPOUHBIX CPEJCTB;

K) JOKYMEHTaJIbHOE MOATBEPkKACHNE (BalIMIaIusl) MPOIIECCOB IPOU3BOJICTBA U (WJIN) UX OIICHKA;
1) TpeOOBaHUS K KaUYECTBY BCIIOMOTaTENIbHbIX BEIIECTB;

M) AHAIIUTUYCCKUC MCTOAUKHU, HUCIOJB3YEMbIC IIpU OCYHICCTBJICHHUHU KOHTPOJIA Ka4YCCTBa
BCIIOMOT'aTCIBHBIX BEIICCTB,

H) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJ'II/II[aI_II/Iﬂ) AHAIIMTUYCCKUX MCETOJUK, HCIIOJIb3YCMBIX IIPpHU
OCYHICCTBJIICHUU KOHTPOJIA Ka4€CTBAa BCIIOMOTI'aTCIIbHBIX BCIICCTB,

O) PIH(bOpMaI_[I/IH 00 HCIIOJb30BAaHUM BCIIOMOTaTEILHBIX BCIICCTB YCIOBCYCCKOI'O M >XHMBOTHOIO
IMPOUCXOKIACHUSA,;

H) PIH(l)OpMaI_II/IH 00 MCIOJIb30BaHUH HOBBIX BCIIOMOTaTEIbHBIX BCIICCTB,

p) TpeOoBaHHMsSI K KayecTBY JIEKApPCTBEHHOTO Tpenapara i MEIUIUHCKOTO IMPHUMEHEHHUS
(ceprudukar, cienuduKanys Ha JIeKapcTBEHHBIN Npenapar u uX 000CHOBAHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HCIOJB3YEMBIC TIpU OCYHICCTBJICHUMW KOHTPOJIA KAa4YCCTBaA
JICKApCTBCHHOTO IIperiaparta 41 MCAUITUHCKOTI'O IPUMCEHCHUS

T) JOKYMCHTAJIbHOC MOATBCPIKACHHUC (BaJ'II/II[aIII/Ifl) AHAIIUTUYCCKUX METOJUK, HUCIOJbB3YCMBIX ITPpU
OCYHICCTBJICHUU KOHTPOJII Ka4€CTBA JICKAPCTBCHHOI'O IIpCiaparta IJjist MCAULIMHCKOTO ITPUMCHCHU S,

y) pe3yIbTaThl aHATM30B CEPUI JIEKAPCTBEHHOTO TperapaTa JUisi MEAMIIMHCKOTO MTPHUMEHEHHS,;
&) xapakTepucTHKa puMecei;

X) MepeueHb CTaHJAapPTHBIX 00pa3lloB, MCHOJIb3YEMBIX IPU OCYIIECTBICHUU KOHTPOJS KayecTBa
JIEKApCTBEHHOTIO IIpernapara JJii MEIULIUHCKOTO IIPUMEHEHUS;

11) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOT'O IIpernapara Juisi MEJUIIMHCKOTO TPUMEHEHHUSI.
(vactsb 2.1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. TIpou3BOACTBO JEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS C COOMIOJIeHHEeM TpeOOoBaHMIA
IIPOMBIIIJIEHHOTO PErJIaMEHTa, KOTOPBIM YTBEPKIAETCS pyKOBOJUTEIIEM MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEICTB M BKIIOYaeT B ce0s TMepedeHb MCHOIb3yeMbIX (apMalleBTUYECKUX CYOCTaHIMHA U
BCIIOMOTATENIbHBIX BEIIECTB C yKa3aHHEM KOJIMYEeCTBAa KaXJOTO M3 HMX, JaHHbIE 00 HCIOJIb3yEeMOM
000py/I0BaHUH, OIMCAaHUE TEXHOJOTUYECKOro TMpollecca W METOJOB KOHTpOJII Ha BCEX JTamax
IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB.
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4. IIpu mpou3BOJCTBE JIEKAPCTBEHHBIX MPEnapaToB ISl MEAUIIMHCKOTO MPUMEHEHUS UCTIONb3YIOTCS
¢dapmarieBTHUECKHEe CYOCTaHLIMM, CBEACHUS O KOTOPBIX COAEP)KAaTCS B TOCYNAapPCTBEHHOM peecTpe
JIEKapCTBEHHBIX  CPEACTB  JUIsl ~ MEAMIIMHCKOTO  TMpUMEHEHUss W (WIM) €IUHOM  pPeecTpe
3apEruCTPUPOBAHHBIX JICKAPCTBEHHBIX CpelicTB EBpa3niickoro SKOHOMHUYECKOTO COK03a, 33 UCKITIOYCHHEM
(dapmaieBTHUECKUX CyOCTaHIIUM, MPOU3BOJUMBIX ISl TPOBEACHUS KIIMHUYECKUX HUCCIETOBAaHUMN U (MJIH)
s 9Kcropra. [Ipu  TPOM3BOACTBE JEKAPCTBEHHBIX CPEICTB JJII BETEPUHAPHOTO MPUMCHCHHUS
UCIOJIB3YIOTCA (papMmarieBTHUECKHE CyOCTaHILIMU, CBEACHUS O KOTOPBIX COJIEPKATCS B TOCYAapCTBEHHOM
peecTpe JIEKapCTBEHHBIX CPENICTB JUISI BETEPUHAPHOTO MPUMEHEHUS, U (WIH) TOCYIapCTBEHHOM peecTpe
JIEKapCTBEHHBIX  CPEACTB  JJs  MEAMIMHCKOTO  MpUMEHEeHHs, W (WIM) eAUHOM  pPeecTpe
3apErHCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MPEmapaToB EBpa3sMiicCKOro AKOHOMHUYECKOTO
cow3a, W (WIM) E€AMHOM pEeecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpPeACTB EBpasuiickoro
SKOHOMHYECKOTO COI033, 3a HCKIIOYCHHEM (apMaleBTHUSCKUX CyOCTaHIIMH, MPOU3BOJUMBIX JUIS
MPOBEJCHUS KJIMHUYECKUX HCcleAoBaHUd u (wnu) [uist askcmopra. K mporeccy mpou3BojacTBa
(bapMareBTHUECKON CyOCTaHIIMM OTHOCSTCS JIOObIE CTAIMH TEXHOJIOTUYECKOTO IpOoIecca, MO3BOJISIOIINE
MOJIyYUTh TOTOBBIA MPOJYKT, COOTBETCTBYIOUIMI TpeOoBaHUsAM (hapMaKONEeHHON CTaTbHU, B TOM YHUCIE
(dbepMeHTanus, YKCTPAKIUS, OYNCTKA, BBIJICIICHHAE, IEPEKPUCTAIUTN3AIINS, BRICYIITUBAHUE, H3MebueHue. B
cllydae HEOOXOJMMOCTH HCIOJIB30BaHUS OSTUJIOBOTO CIUPTa, B TOM 4Hcle (apMaleBTUYECKOM
CyOCTaHIIMM CHHpPTa STHUIOBOTO (dTaHONA), NMPH MPOU3BOJCTBE JICKAPCTBEHHBIX CPEACTB B KadeCTBE
JEHCTBYIOIETrO U (MJIM) BCIIOMOTATEIbHOTO BEUIECTBA, a TAK)KE B MHBIX TEXHOJIOTMUYECKUX IENIAX JOKHA
OBITh MCTIOJIh30BaHA TOJBKO (DapMarieBTHUeCKast CyOCTaHIIUS CITUPTA STHIIOBOTO (3TAHOM).

(B pen. @enepanpHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-D3, ot 24.07.2023 N 341-D3)

4.1. IlepeueHb JIEKapCTBEHHBIX MpPENApPaTOB I MEIULUHCKOIO NPUMEHEHMS, B OTHOLICHUH
KOTOpBIX YCTaHABJIMBAIOTCS TpeOoBaHMS K OO0bEMY Tapbl, YHNaKOBKE M KOMIUIEKTHOCTH, IEpEUYEHb
JIEKapCTBEHHBIX NIPENAPATOB JUJIsl BETEPUHAPHOIO IPUMEHEHUS, B OTHOILIEHUU KOTOPBIX YCTaHABINBAIOTCS
TpeOoBaHusI K O0BEMY Tapbl, a Takke TpeOoBaHUS K OOBEMY Tapbl, YHAaKOBKE U KOMIUIEKTHOCTH
JIEKapCTBEHHBIX MpPENapaToB JUii MEAWLIUHCKOIO NpUMEHEHHs, TpeOoBaHMS K 00beMy Taphl
JIEKapCTBEHHBIX IpEenapaToB ISl BETEPUHAPHOTO TNPUMEHEHHUS ONPEIENSIIOTCS COOTBETCTBYIOLIUMU
YIOJIHOMOYEHHBIMU (e/iepabHBIMI OpraHaMU HCIIOJIHUTENbHON BJIACTH B MOPSAKE, YCTAaHOBICHHOM
[IpaBurenscTBOoM Poccuiickoit denepanun.

(uactb 4.1 B pen. denepanbHoro 3akoHa ot 14.12.2015 N 374-D3)

4.2. OpraHuzaiuy, OCYIIECTBISIONINE MPOU3BOJICTBO (PapMalleBTUYECKON CYyOCTaHIIMU CIHPTa
STUJIOBOTO (9TaHONIA) A MPOU3BOJCTBA CHUPTOCOMAEPKAIIUX JICKAPCTBEHHBIX IPENapaToB, O0O0s3aHbI
OCYIIECTBJISITh YUET B TOPSJIKE, YCTAHOBICHHOM CTaThsiMu 8§ U 14 denepanbHOro 3aKoHaA OT 22 HOSOps
1995 rona N 171-®3 "O rocyaapcTBEHHOM PETYJIUPOBAHUU MIPOU3BOJICTBA U 000POTa ITUIIOBOTO CIIUPTA,
QJIKOTOJILHOM ¥ CIUPTOCOJEpKallel MpOAyKIUMH U 00 OrpaHMYeHUM MOTpedsieHus (paciuTHs)
askorosibHOM mpoaykuuu". Ipon3BoacTBoO (hapmarieBTHUECKOW CyOCTaHIIMU CIUPTA STUIIOBOTO (3TaHOJIA)
JIOTTYCKAeTCsl TOJIbKO OpraHu3aluel, OCYLIECTBIIAIONIEH NMPOU3BOACTBO PEKTU(UKOBAHHOTO ATHIIOBOTO
CIHMpTa W3 IMMILEBOTO CBHIpbS HAa OCHOBAHMM JIMLEH3MHM Ha IPOU3BOJICTBO JTHIOBOTO CIMpTa AJIA
MIPOM3BOJICTBA (papMalleBTUYECKOM CyOCTaHIIMM CHOUPTAa ATHIOBOrO (3TaHOJIa) B COOTBETCTBUU C
TpeboBanusMu PenepanbHOro 3akoHa oT 22 HoaAOpa 1995 roga N 171-®@3 "O rocynapcTBeHHOM
pEryJMpOBaHUM TPOU3BOJICTBA M 00OpPOTa ATHIOBOTO CIHPTA, AJIKOTOJBHON M CHUPTOCOIEpIKallen
OPOAYKUMU M 00 OrpaHMYeHMM TMOTpeOjeHus (pachuTHs) aJKOTOJIbHOM MPOAYKIMHU", METOAOM
pa3BeeHUs BOJIOM OYMILEHHOW TAKOTO 3THUJIOBOTO CIIMPTA, MPOU3BENCHHOIO JAHHOW OpraHU3alHed 1o
MECTY OCYILIECTBJICHUS IPOU3BOICTBA (papMalleBTUUECKOI CyOCTaHIIMK CIIUPTA STUIIOBOTO (3TAHOJIA).
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(dactpb 4.2 BBeaeHa denepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. DeaepanbHOro 3aK0Ha OT
27.12.2019 N 481-®3)

4.3. UnnuBuayanbHble NpEJIpUHUMATENN U IOPUIAMYECKHE JIMIA, OCYIIECTBIISIONINE 3aKYIKy U
UCTOJIb30BaHUE (apMalleBTUYECKON CYOCTaHIIMHM CIIHUPTA STHIOBOTO (3TAHOIA), a TaKKe MPOU3BOJICTBO,
M3TOTOBJICHHE W (WiaM) o000pOT (32 MCKIIOYEHHEM PO3HUYHOW MPOJAKU) CIIHPTOCOACPIKAIINX
JICKApCTBEHHBIX NPENapaToB, OO0S3aHBl OCYIIECTBIATh HMX Y4YeT M JEKJIapUpOBaHHE B TIOPSIKE,
yCTaHOBJICHHOM cTathsiMu 8 u 14 denmepanpHoro 3akoHa ot 22 HosOps 1995 roma N 171-®3 "O
rOCYJapCTBEHHOM PEryJIMpPOBaHUU TPOU3BOJCTBA W 00OpPOTa HTUIIOBOTO CIHUPTA, AIKOTOJBHOW U
CHUPTOCOEpIKAIICH MPOIYKIIMN U 00 OrpaHUYEeHUHU TOTPeOIeHHs (PACIUTHA) AIKOTOJIBLHOM MPOTYKITHH'".
(uactsb 4.3 BBeieHa PenepasibHbIM 3aKk0HOM OT 29.07.2017 N 278-D3)

44. Ilpu npouW3BOACTBE JICKAPCTBEHHBIX IPENapaToB sl BETCPUHAPHOTO TNPHUMEHEHUS
JIOMTyCKAeTCsl HCIIOJIb30BAaHUE TPOU3BEICHHBIX Ui peaju3anud  (apManeBTHUECKUX CyOCTaHINH,
BKJIIOUYCHHBIX B TOCYJApCTBEHHBIH PEECTp JIEKapCTBEHHBIX CPEJCTB YMOJIHOMOYEHHBIM (ellepabHbIM
OpPraHOM  HUCIIOJIHUTEIBHOW BJIACTH, OCYIIECTBISIOIIMM BEAECHHE TOCYAAapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJCTB IJISi MEAUIUHCKOTO IPUMEHEHHS.

(uactb 4.4 BBeieHa PenepasibHbIM 3ak0HOM OT 02.08.2019 N 297-D3)

5. 3anpemaercst MPOU3BOJICTBO:

1) nmexapCTBEHHBIX CPEICTB, CBEICHHS O KOTOPBIX HE COACPKATCS B TOCYAApCTBEHHOM pPEeCcTpe
JICKApPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO TpPUMEHCHHs, W (MJIM) TOCYJapCTBEHHOM peecTpe
JIEKapCTBCHHBIX ~ CPEJICTB  JUIS  BETEPHUHAPHOTO MPUMEHEHHs, W (MJIU) eIUHOM  peecTpe
3aperuCcTPUPOBAHHBIX JIEKAPCTBEHHBIX CpelcTB EBpa3uiickoro 5KOHOMHUYECKOT0 COr03a, U (WJIH) eIMHOM
peecTpe  3aperUCTPUPOBAHHBIX  BETEPHUHAPHBIX  JICKAPCTBEHHBIX  TIperapatoB  EBpa3wiickoro
SKOHOMHMYECKOTO CO03a, 332 MCKIIOYEHHEM JIEKAPCTBEHHBIX CPEICTB, MPOU3BOAMMBIX ISl TPOBEACHHUS
KIIMHUYECKUX UCCIICIOBAHMM I JIJISl SKCTIOPTA;

(m. 1 B pea. @exnepanbHoro 3akoHa ot 24.07.2023 N 341-03)

2) anbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPECTB;
3) nexapcTBEHHBIX CPEJCTB 0€3 JIMLEH3UHN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) neKapCTBEHHBIX CPEJICTB C HAPYIICHHEM TPaBWJI OpraHu3allid TPOU3BOACTBA M KOHTPOJIS
Ka4yeCTBa JICKAPCTBEHHBIX CPEJICTB;

5) yrpatun cuny. - ®enepanpHbiii 3akoH ot 27.12.2019 N 481-D3;

6) cIupTOCOAEPXKAIMX JICKAPCTBEHHBIX IMpPEnapaToB IO MECTy OCYIIECTBJIECHHUS INPOU3BOJICTBA
(apmalleBTUUECKON CyOCTaHIMM CIHUpTa 3TUIOBOrO (dTaHOda) U (WIM) MO MECTYy OCYIIECTBIICHUS
MIPOU3BO/ICTBA 3TUIIOBOTO CIHUPTA;

(. 6 BBeneH DenepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

IIpumeyanue.
®enepanbHbIM 3aKOHOM OT 22.12.2020 N 436-®3 cr. 14.1 @3 ot 22.11.1995 N 171-®3 n3noxeHa B

Crpanuua 111 u3 163



®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

HOBOM pepakuuu, HopMma 1. 1.1 ct. 14.1 crapoit penakinuu @3 cooTBEeTCTBYET HOpME II. 2 cT. 14.1
HOBOMW peJaKIvu.

7) dapmaneBTHUECKON CYOCTaHIIMM CIHPTa 3TUIOBOTO (3TaHONA) W (WIHM) CHUPTOCOISPIKAIINX
JIEKapCTBEHHBIX IpEnapaToB Ha OCHOBHOM TEXHOJOTHMYECKOM OOOpYyJOBaHUU MJisi MPOU3BOICTBA
STWJIOBOT'O CIMPTA, yKazaHHOM B IyHKTe 1.1 crateu 14.1 denepanbHoro 3akoHa ot 22 Hos0psa 1995 rona
N 171-®3 "O rocyaapCTBEHHOM pPETYyJIUPOBAHUH IPOM3BOJCTBA M 000pOTa ATHIOBOIO CIHUPTA,
QIKOTOJILHOM ¥ CIUPTOCOJEPKAIIeH MPOAYKIMH U 00 OrpaHHYEHUM MOTPeOJIeHUs (pacIHTHS)
AJIKOT0JIbHOW MpOoIyKIuu'.

(n. 7 BBeneH ®enepanbHbIM 3ak0HOM 0T 27.12.2019 N 481-D3)

6. Ilpu BBOJE JIEKapCTBEHHBIX CPEACTB B TPaXJaHCKUH 0OOpPOT YIOJIHOMOYEHHOE JIMIIO
MPOU3BOJUTCIIA JICKAPCTBCHHBIX CPECACTB OCYIICCTBIIACT MOATBCPIKACHNUE COOTBCTCTBUA JICKAPCTBCHHBIX
CpeAcTB TpeOOBAaHUAM, YCTAHOBJIEHHBIM IIPU HUX TOCYJAapCTBEHHOW PETUCTpallvd, U TapaHTUPYET, YTO
JICKApCTBCHHBIC CpCACTBA INPOU3ZBCACHBI B COOTBCTCTBUU C Tpe60BaHI/I$IMI/I IIpaBHJI Haﬂnemameﬁ
IIPOU3BO/ICTBEHHOMN MPAKTUKH.

(B pen. @exnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. YTOIHOMOYEHHBIM JIMIIOM HPOHM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB SIBJISETCS €ro padOTHHK,
aTTeCTOBAaHHBI B YCTAHOBJICHHOM YIIOJIHOMOYEHHBIM (heIepabHBIM OPTaHOM HCIOJHHUTEIBHON BIIACTH
MOPSIZIKE U UMEIOLIHMIA CTak pabOThl HE MEHEe YeM IISATh JIET B 00JIaCTH MPOM3BOJCTBA U (MIIM) KOHTPOJIS
Ka4ecTBa JIEKAPCTBEHHBIX CPE/ICTB, BhICIIEe 00pPa30BaHNE COOTBETCTBEHHO 10 OJHOM M3 CHENNATbHOCTEN
U (MIM) OJHOMY W3 HANpaBiIeHUH TMOATOTOBKM: OWOJIOTHS, OHOTEXHOJOTHs, BeTepUHapus,
BETEpUHAPHO-CAaHUTApHAsl OKCIIEPTH3a, KIMHWYECKas MEIWIMHA, paauallioHHas, XUMHUYECKas |
Ouosiornyeckas 3ammra, (papmanus, GyHaaMeHTaaIbHas MEUIIMHA, XUMUUYECKasi TEXHOJIOT U, XUMHUSL.

(B pen. ®enepanbHbix 3aKk0HOB 0T 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

8. Ilpon3BoauTenu JEKapCTBEHHBIX CPEICTB (3a HCKIIOUEHHEM (apMaleBTUYeCKON CyOCTaHLUU
CIHPTa 3TUIOBOTO (3TAHOJIA) MOTYT OCYIIECTBIIATH MPOJAXKy JIEKAPCTBEHHBIX CPEJICTB WIIM NEpeIaBaTh
UX B YCTAaHOBJICHHOM 3aKOHOaTenbCcTBOM Poccuiickoit denepariu nopsake:

(B pen. ®enepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1) ApyruM mpou3BOAUTENSAM JIEKAPCTBEHHBIX CPEJICTB JUISI TPOM3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB;

2) opraHu3aisaM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU;

3) anTeyHbIM OpraHMU3alMsM, BETEPUHAPHBIM AaNTEUYHBIM OpPraHU3alUsAM, WHIUBUIYaJIbHBIM
MpeaNpUHUMATENSIM, UMEIOIUM JIMIEH3UI0 Ha (papManeBTUYECKYIO AESTeNbHOCTh WM JIMIIEH3UIO Ha

MCIUIHUHCKYIO NCATCIIbHOCTD;

4) Hay4HBIM OpraHU3alUsIM U1 HAy4YHO-UCCIIeI0BaTENbCKONW paboThI;
(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

5) MCIUIIUHCKUM OpraHu3alvsiM U BETCPHUHAPHBIM OPraHU3aIusaM;

6) opranu3anusiM W HWHIAUBUAYAJIBHBIM IIPCATIPUHUMATCIIAM, OCYHICCTBIIAIOIIUM pPa3BCACHUC,
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BBIpAIIMBAaHUE W COJICP)KAHHE >KUBOTHBIX (32 WCKIIOUCHHEM TMPOJAKU MM  (apMalleBTUYCCKUX
CyOCTaHIIMI WU MX TIEpeIaun);
(. 6 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

7) UCHBITATENBbHBIM JIA0OPATOPUSM (LIEHTPaM), MPOBOISIIUM HCIBITAHUS B OOJACTH KOHTPOJIS
KauecTBa JICKAPCTBEHHBIX CPEJCTB, AaKKPEAWTOBAaHHBIM B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit eneparuu 00 akKpeAUTALIMKU B HAITMOHAJIbHOM CUCTEME aKKPEIUTALINH.

(n. 7 BBenen denepanbHbIM 3aKk0HOM OT 04.08.2023 N 428-D3)

9. TlpomsBomurenu QapManeBTUIECKOW CYOCTaHIIMM CIUpPTa 3TUJIOBOTO (dTaHONA) OOs3aHbBI
OCYIIECTBIISTh pealu3aluio (1epeaady B YCTaHOBIEHHOM 3akoHozarenbcTBoM Poccuiickoit denepanuu
nopsake)  (apmaneBTHYECKOW  CyOCTaHIIMKM  CIIUPTA  ATHJIOBOTO  (3TAaHOJIA)  MPOU3BOIUTEISIM
JIEKapCTBEHHBIX CPEICTB JIJIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB, MPOU3BOAUTENSAM (M3TOTOBHUTEISIM)
MEIUIIMHCKUX U3JEIUI JIsl MPOU3BOJICTBA U U3TOTOBJICHUS MEIUIIMHCKUX U3/EIIMA B EMKOCTAX 00beMOM
He Oonee 1 nutpa u (wnn) He MeHee 1000 nuTpoB, a OpraHu3anusIM, YKa3aHHBIM B MyHKTax 3 - 5 u 7
4acTH 8 HACTOSIIECH CTaThH, B Tape 00beMoM He Oosiee 1 nutpa.

(gactp 9 BBenmena denepanbHbiM 3ak0oHOM OT 29.07.2017 N 278-D3; B pen. deaepalibHbIX 3aKOHOB OT
27.12.2019 N 481-®3, ot 22.12.2020 N 444-D03, ot 04.08.2023 N 428-D3)

10. Peanumzamus (mepemaya B yCTaHOBJICHHOM 3aKOHoJaTenbcTBOM Poccwuiickoit denepanuu
nopsiike) (papMareBTHYECKOW CYOCTaHIIMM CIHpPTa STHIOBOTO (3TaHONA) OPTraHU3alHsIM OITOBOU
TOPTOBJIU JIEKAPCTBEHHBIMH CPEJICTBAMHU HE JOIMYCKAETCS.

(uactb 10 BBengena PenepanbHbIM 3aKOHOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (apmManieBTUYECKON CYOCTaHIIMM CIIUPTA 3THIIOBOTO (3TAHOJA) OCYIIECTBIISIOTCS C
coOiroiecHueM TpeOOBAaHMM, YCTAaHOBJIEHHBIX a03alleM 4YeTBEpThIM IMyHKTa 3 craThu 9 denepanbHOro
3akoHa OT 22 Host0pst 1995 roga N 171-®3 "O rocynapcTBEHHOM pEryJHpOBaHUM MPOU3BOJCTBA U
0o0opoTa 3TUJIOBOTO CHHMPTA, AJIKOTOJBHOM W CHUpPTOCOJEpKalled NpoAyKUMH M 00 OrpaHU4YeHUU
noTpebsieHus (pacnuTHs) aTKOTOJILHON MpoayKIuu" .

(uactb 11 BBegena PenepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapknpoBKa nekapCTBeHHbIX CpeacTB

1. JlekapcTBeHHBIE Mpenaparhl, NPOMIEAININE TOCYAAPCTBEHHYIO PETUCTPALMIO B COOTBETCTBUHU C
TpeboBaHUSAMH HacTosuiero PenepajibHOro 3aKOHA, 33 HCKIIOUEHHEM JIEKAPCTBEHHBIX Ipenaparos,
HU3TrOTOBJICHHBIX alITCYHbIMU opraHusanusaMu, BETCPUHAPHBIMU aIlITCYHbIMU opraHnm3anusiMmu,
VH/IMBUYaTbHBIMU MTPEANPUHUMATENISIMU, UIMEIOLIMMHU JTULIEH3UI0 Ha (papMalleBTHUECKYIO 1eATEIbHOCTD,
JOJKHBI TIOCTYNAaTh B 0OpallieHue, eciu:

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

1) Ha uX NEepBUYHOM yMakoBKE (3a MCKJIIOYEHHWEM IEPBUYHOM YMaKOBKU JIE€KapCTBEHHBIX
pacTUTENBHBIX MpPEenapaToB) XOPOIIO YUTAeMbIM IIPU(TOM Ha PYyCCKOM S3bIKE yKa3aHbl HAMMEHOBAaHUE
JIEKapCTBEHHOI0  Mpemnapara (MeXAyHapoAHOE HEMaTeHTOBAHHOE, WM TPYNIHPOBOYHOE, WIIU
XMMHYECKOE, WIM TOPrOBOE€ HAUMEHOBAHUE), HOMEpP CEpHUH, JaTa BhITycKa (A1 IMMYHOOHOJIOTHYECKUX
JIEKapCTBEHHBIX MPENapaToB), CPOK TOJHOCTH, JO3MPOBKA HJIM KOHIIEHTpalus, oO0beM, aKTUBHOCTh B
€AVHULAX JEeUCTBUS WIHA KOJIUYECTBO J103;

(B pen. ®enepanbHbix 3ak0HOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-D3)
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2) Ha UX BTOPUYHOU (MOTPEOUTETHCKON) YITAKOBKE XOPOIIO YUTAEMBIM HIPHUPTOM HAa PYCCKOM
S3bIKE yYKa3aHbl HaWMEHOBAHHE JICKAPCTBEHHOTO Mpemnaparta (MEXIyHapOJHOE HEMAaTeHTOBAHHOE, WIIH
IPYNIUPOBOYHOE, WJIM XHMHYECKOE W TOProBO€ HAMMEHOBAHHWSA), HAaWMEHOBaHHE MPOU3BOIUTEIS
JIEKapCTBCHHOT'O Tperapara, HOMEp CepUH, J1aTa BBITYCKa (I IMMYHOOUOJIOTHYECKUX JIEKAPCTBECHHBIX
MpernapaToB), HOMEpP PErHCTPAIMOHHOTO YAOCTOBEPEHHS, CpPOK TOJHOCTH, CIIOCO0 MPUMEHEHHS,
JO3UPOBKA WJIM KOHIIGHTpamus, 00beM, aKTUBHOCTh B EAWHHIIAX JCUCTBUSA JTHOO KOJIMYECTBO 103 B
yIaKoBKe, JIEKapCTBEHHAs (popMa, YCIOBUS OTITYCKa, YCIOBHS XPaHEHUS, TPy PeaUTENbHbIC HAIICH.
(B pen. @enepanbubix 3akoHOB OT 11.10.2010 N 271-03, ot 22.12.2014 N 429-D3)

2. ®dapmarneBTHUECKUE CyOCTaHIIMU JOJDKHBI TIOCTYNaTh B OOpallleHHe, €M Ha WX MEepPBHUYHON
YIAKOBKE XOPOIIIO YMUTAEMBIM MIPU(TOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBaHHE (hapMaleBTUIECKOM
cyOcTtaHK (MEXIYHAPOIHOE HEMAaTEHTOBAHHOE, WM TPYIITUPOBOYHOE, WIM XUMHUYECKOE U TOPrOBOC
HAaUMEHOBAHMSI), HANMEHOBAHHUE MTPOU3BOIUTENS (papMaIeBTUICCKON CyOCTaHIIMU, HOMEP CEpUU U Jara
W3TOTOBIICHHSI, KOJIMYECTBO B YIIAKOBKE U €JMHUIBI U3MEPEHUSI KOJUYECTBA, CPOK TOJHOCTU U YCIOBUS
XpaHEHUSI.

(B pen. @exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3. JlexapcTBEHHBIE CpEACTBa B KAUYECTBE CHIBOPOTOK JIOJIKHBI IIOCTYIIATh B 00OpaIlleHNE C YKa3aHUEM
KHMBOTHOT'O, U3 KPOBH, IJIa3Mbl KPOBH, OPI'aHOB M TKAHEH KOTOPOI'O OHU MOJIyYEHBI.

4. Ha BTOpHuHYIO (IIOTPEOUTEIBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEACTB, MOJIYYEHHBIX U3 KPOBH,
IUIa3Mbl KPOBU, OPraHOB W TKaHEHW ueloBeKa, JIO0JDKHA HAaHOCUTbCS Haamuchk: "Antutena x BUY-1,
BUWY-2, x Bupycy renarura C 1 NOBEpXHOCTHBIM aHTUT€H BUpyca rernaruta B orcyrcrByror”.

5. Ha  nepBuyHyl0  yHakoBKy M  BTOpPUYHYIO  (HOTpPEOMTENBbCKYIO)  YIAaKOBKY
paanogdapmMalieBTHUECKUX JIEKAPCTBEHHBIX CPEACTB JIOJKEH HAHOCUTHCS 3HAK PaIMallMOHHOMN OMAaCHOCTH.

6. Ha BTOpHuHYyI0 (OTPEOUTENHCKYI0) YIAKOBKY TOMEOMATHYECKHX JIEKAPCTBEHHBIX MpPErapaToB
JIOJDKHA HAHOCUTHCS HaAMUCh: ""'T"'oMeonarnueckuii”.

7. Ha BropuuHyio (MOTpeOUTENBCKYI0) YHAKOBKY JIEKApCTBEHHBIX PACTUTENBHBIX TMpPErnapaToB
JIOJDKHA HAHOCUTHCS HAAnmuch: "IIpoayKius mpoiiia pagdaliuOHHbIN KOHTPOIb'.

8. Ha mnepBuuHyo ymakoBKy (€ciu JIsl 3TOrO CYLIECTBYeT TEXHHUYECKas BO3MOXHOCTb) U
BTOPUYHYIO (ITOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX IIpenaparoB, MpeJHa3HAYEHHbIX JJIf
KJIIMHUYECKUX UCCIIEIOBaHMM, JOJHDKHA HAHOCUTHCSA HAANKCh: "1 KIMHUYECKUX UCCIIEI0BaHNN" .

(B pen. ®exnepanbHOro 3akoHa ot 22.12.2014 N 429-03)

9. VYmnakoBka JEKapCTBEHHBIX CpEACTB, NPEJHA3HAYEHHBIX HCKIIOYUTEIBHO MJI1 3KCIOPTA,
MapKUPYEeTCsl B COOTBETCTBHH C TPeOOBAaHUSIMU CTPaHbI-UMIIOPTEPA.

10. Ha TpancnopTHylo Tapy, KOTOpas He MpeJHa3HaueHa JUIsl MOoTpeduTened W B KOTOPYIO
MIOMEIIEHO JIEKapCTBEHHOE CpPEJCTBO, JOJDKHA HAHOCUTHCS HHGOpMalds O HAUMEHOBAaHUH, CEPHUU
JIEKApCTBEHHOTO CPEJICTBA, JlaT€ BBHIMYCKA, KOJUYECTBE BTOPUYHBIX (MOTPEOMTENHCKHX) YHaKOBOK
JIEKapCTBEHHOTO CPECTBA, NPOU3BOAUTEINIE JIEKAPCTBEHHOTO CPEACTBA C yKa3aHUEM HAMMEHOBAaHUS U
MECTOHAXO0XKACHUS IPOU3BOIUTENS JIEKAPCTBEHHOI'O CPEACTBA (aapec, B TOM YUCIIE CTpaHa U (M) MECTO
IIPOU3BOJICTBA JIEKAPCTBEHHOI'O CPEACTBA), a TAKXKE O CPOKE T'OAHOCTH JIEKAPCTBEHHOI'O CPEACTBa M 00
YCIIOBUSAX €0 XPaHEHUs U MEPEeBO3KH, HEOOXOAUMBIE MTPEeayNpeIUTeIbHbIE HAAUCH U MaHUITYJIATOPHBIE
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3HAKH.

11. Ha nepBHYHYI0 YNAaKOBKY M BTOPHUYHYIO (IOTPEOHMTENHCKYIO) YIAKOBKY JIEKapPCTBEHHBIX
CPEACTB JJii BETEPUHAPHOIO IPUMEHEHUs JOJDKHA HAHOCUTbCA Haanuch: "Jlns BeTepuHapHOro
IIpUMEHEHHUS".

12. Ha BropuuHyro (IOTpeOMTENbCKYIO) YIAKOBKY JIEKAPCTBEHHOI'O IIpernapara HaHOCHUTCA
IITPUXOBOM KOJI.

Nnasa 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUNCKYIO ®EOQEPALIUIO U BbIBO3 NEKAPCTBEHHbLIX CPEACTB
U3 POCCUUCKOW ®EOEPALIUA
(B pea. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

CraTtba 47. Nopsaaok BBO3a fekapcTBeHHbIX cpeacTtB B Poccumnckyro deagepauuio m
BbIBO3a JIeKapCTBEHHbIX cpeacTB 3 Poccuinckon ®epepaumnm
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHbIX cpenctB B Poccuiickyro dDenepanuio OCylIecTBISETCS B HOPSIKE,
ycranoBieHHOM [IpaBurensctBoM Poccuiickoit denepaiuu, B COOTBETCTBUM C aKTaAMH, COCTaBIISIFOIIMMHU
npaBo Coro3a, u (W1n) 3aKkoHoIaTeNIbeTBOM Poccuiickoit denepann 0 TaMOKEHHOM PeryJIUpOBaHUH.

(B pen. @exnepanbubix 3aKk0HOB 0oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

IIpumeyanue.

Jo 31.12.2025 poccuiickuM MpPOU3BOAUTENSIM PA3PELICHO B YBEAOMUTEIBHOM IOPSJIKE BBO3UThH HE
BHECEHHbIE B peecTp (hapMaleBTHUECKUE CYOCTaHIIMM JJsi BETEPUHAPHOTO MPUMEHEHMs JUIs
IIPOM3BOJICTBA 3apETUCTPUPOBAHHBIX JieKapcTBeHHBIX cpencTB (IlocranoBnenue IlpaBurenscrBa PO
ot 12.03.2022 N 353).

2. BBosumble B Poccuiickyto denepannio jeKkapcTBEHHbBIE CPENICTBAa JOJKHBI COJAEPKAThCS B
rOCy/IJapCTBEHHOM PpEECTpE JIEKapCTBEHHBIX CpPEACTB, WIM €AMHOM pEECTpe 3aperuCTPUPOBAHHBIX
JIEKAPCTBEHHBIX  CPeACTB  EBpa3miicKOro  SKOHOMHYECKOIO  COK03a, HIM  €IUHOM  peecTpe
3apErMCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpEnapaToB EBpa3suilcKOro »KOHOMHUYECKOTO
COH03a.

(B pen. ®enepanbubix 3akoHOB 0T 06.12.2011 N 409-®3, ot 27.12.2019 N 462-D3, or 30.01.2024 N
1-®3)

3. Jomyckaercs BB03 B Poccuiickyro ®denepanuio KOHKPETHOM MAPTHHM 3apETUCTPUPOBAHHBIX U
(un)  He3aperuCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB, MpEIHAa3HAYEHHBIX JUIsl  pa3paboTKu
JIEKapCTBEHHBIX CPEJCTB, MPOBEIEHUS HAYYHBIX M HHBIX MCCIEIOBAaHUM, MPOBEIEHUS KIMHUYECKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX IpPEenapaToB, MPOBEIEHUS SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUIS
OCYIIIECTBIIEHUS FOCYAAPCTBEHHON PErMCTPALlMU WIIM PETMCTPALMH JIEKAPCTBEHHBIX MPENapaToB Wi I
OKa3aHUsl MEAMIIMHCKOW TMOMOIIM IO >KU3HEHHBIM IOKa3aHMSIM KOHKPETHOTO IMallMeHTa Ha OCHOBAaHUU
paspelieHns, BBIIAHHOTO YIOJHOMOYEHHBIM (efepalbHbIM OpPraHOM HCHOJHHUTENbHOM BIAcTH IO
3asiBJIICHUSAM JIUI], YKa3aHHBIX B cTaThe 48 Hacrosimero denepanbHOro 3akoHa. PaccMoTpeHue Takoro
3asBJICHAS W TPHUHIATHE PEIIEHUS O BbIJA4Y€ pa3pellleHuss Ha BBO3 KOHKPETHOM MapTHH
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3apEerHCTPUPOBAHHBIX M (MJIM) HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, MPEIHAZHAYCHHBIX IS
pa3pabOTKU JIEKapCTBEHHBIX CPEJACTB, MPOBEACHUS HAyYHBIX M HWHBIX HCCICIOBAHUN, MPOBEACHUS
KJIMHUYECKUX HCCIIEIOBAHUI JICKApCTBEHHBIX IPENapaToB, MPOBEACHHUS SKCIEPTH3BI JIEKaPCTBEHHBIX
CPeACTB il OCYUIECTBJICHUS TOCYHApCTBEHHOW pPETHUCTpAllMd WM PETUCTPAIMH JIEKAPCTBEHHBIX
IpenaparoB WM Uil OKa3aHHWsS MEAMLIUHCKOM IOMOIIM IO JKU3HEHHBIM IIOKa3aHUSAM KOHKPETHOTO
narpenTa Ju0o 00 oTKa3e B BbIJau€ yKa3aHHOTO pa3pelieHHsi IPOU3BOIATCS B CPOK, HE MPEBBIIIAOIINI
naTH pabounx aueil. [lnara 3a Beavy yKa3aHHOTO pa3pelIeHus] He B3UMACTCH.

(B pen. @enepanbubix 3aKkoHOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3.1. Yrparun cuny c 1 suBapsa 2024 roga. - ®enepanbusiii 3akoH ot 27.12.2019 N 475-D3.

3.2. o 31 nexabps 2025 roma nmomyckaroTcsi BBO3 Ha Teppurtopuio Poccuiickoit denepanuu u
obOpamenue B Poccuiickoii denepannn ¢ yuyeToM OCOOEHHOCTEH, ycTaHOBIIEHHBIX [IpaBUTENHCTBOM
Poccuiickoit ®epepannu, 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX MPEMApaTOB IJsi MEAUIIUHCKOTO
MIPUMEHEHUS B yIAKOBKaX, MpeIHA3HAUYEHHBIX JIJIsl OOpalleHus] B MHOCTPAHHBIX FOCYJapCTBax, B Ciayyae
neeKTypbl JIEKapCTBEHHBIX IIPENapaToB WJIM PHCKa €€ BO3HUKHOBEHUS B CBSA3M C BBEICHHUEM B
otHoueHuu Poccuiickoii Depepalii OrpaHUYUTEIbHBIX MEP YKOHOMHUYECKOTO XapakTepa MpH YCIOBUU
COOTBETCTBUSl BBO3MMBIX JICKAPCTBCHHBIX TIPEMapaToB TPEOOBAHUSM, YCTAHOBICHHBIM TIPH HX
perucTpanuy, 3a UCKIOYCHHEM TpeOOBaHUU K MEPBUYHON YMaKOBKE, BTOPUYHON (MOTPEOUTENHCKON)
YIIAKOBKE, a TaKXke IMPU HATWYUU Ha BTOPUYHON (TOTPEOUTENIHCKOI) YIAKOBKE JIEKAPCTBEHHBIX
MpenapaToB, HAXOAAIIMXCS B OOpalleHWH, CaMOKJICAIIEHCS STUKETKH, cojaepikamiell mHdopmaiuo o
JIEKApCTBEHHOM IIpernapaTe Ha pyCCKOM SI3bIKE.

(dgactp 3.2 BBenmeHna denepasibHBIM 3aKOHOM OT 26.03.2022 N 64-D3; B pen. denepabHBIX 3aKOHOB OT
19.12.2022 N 519-®3, ot 26.12.2024 N 494-D3)

3.3. Homyckatorcst BBo3 B Poccuiickyto ®denepanuio u obOpamenue B Poccuiickoit denepanun c
y4eToM 0COOEHHOCTEH, YCTaHOBJICHHBIX [IpaBuTenscTBOM Poccniickoit denepanny,
3apETUCTPUPOBAHHBIX ~ OPUTHHAIBHBIX  OpP(QAHHBIX  JIEKAPCTBEHHBIX  MpemaparoB U (WIH)
BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX MPENapaTtoB JUIsl MEAUIIMHCKOTO IPUMEHEHUS B TEUYCHHE
JBEHAALIATH MECALEB IIOClIe JaTbl MX perucrpanuu B Poccuiickoin ®Penepanuu B YNAaKOBKaX,
MpelHa3HAYEHHBIX JUIsl OOpalleHHss B HHOCTPaHHBIX TOCYAApCTBaX, HpPHU YCIOBUM COOTBETCTBUSA
BBO3UMBIX JIEKAPCTBEHHBIX MPENApaToB AJs MEAUIUHCKOTO MPUMEHEHUS TpeOOBaHUAM, YCTAHOBIEHHBIM
IpU UX pEerucTpanu, 3a UCKIIOYEHHEM TpeOOoBaHMM K TEpPBUYHOM YHAKOBKE, BTOPUYHOU
(moTpeOuTeNbCKO) ymakoBKe, M TPH HAIMYUM HAa BTOPUYHOM (MOTPEOUTENLCKOM) yHakoBKe
JIEKapCTBEHHBIX IMpENnapaToB s MEIULIUHCKOTO TPUMEHEHMs, HaXoAsluxcs B oOpalleHuu,
caMOKJIesIIecs 3TUKETKH, cojiepKalieil MH(pOopMaIuio o JIEKapcTBEHHOM Ipernapare /Ui MEAUIIMHCKOTO
MIPUMEHEHUSI Ha PYCCKOM sI3bIKe. B OTHOIIEHNHU JaHHBIX JIEKAPCTBEHHBIX MPENapaToB HE MPUMEHSIOTCS
MOJIOKEHUs yacTu 7 ctatbu 9 u vacteid 1 u 2 crateu 52.1 HacTosimero denepanbHOro 3akoHa.

(dactp 3.3 BBegeHa denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

4. B Poccuiickyto ®eznepannio MOXKHO BBO3HMTH JIEKAPCTBEHHbIE CPEJICTBA, KaueCTBO KOTOPBIX
MOJITBEPKICHO  CEPTUPUKATOM  TPOM3BOJMUTENS]  JICKAPCTBEHHBIX  CPEACTB,  YIAOCTOBEPSIOIIUM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUIM, YCTAHOBJICHHBIM MPH UX PETUCTPALIUH
WJIA TIPOBEJICHUH TTPOIIEYP, CBSI3aHHBIX C PETUCTPAIHEH.

(B pen. deaepanbhbix 3ak0HOB 0T 06.12.2011 N 409-03, ot 30.01.2024 N 1-D3)

5. 3anpenraercsa BBo3 B Poccuiickyto denepanuio panbcupuunpoBaHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HE100pOKaYECTBEHHBIX JIEKAPCTBEHHBIX CPECTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB.
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(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

6. QanbcuuUIMPOBAHHBIE JIGKAPCTBEHHBIC CPEJICTBA, HEIOOPOKAYCCTBCHHBIE JIEKAPCTBEHHBIC
CPEICTBA MOJUIKAT U3BATHIO U TOCIIEAYIONIEMY YHHUTOXKEHHUIO WK BbIBO3Yy M3 Poccuiickoii @enepannmy,
KOHTpa(I)aKTHbIe JICKApPCTBCHHBIC CPCACTBA - U3BATHUIO U MOCICAYIOIIEMY YHUYTOXCHULO. YHUUYTOXCHNE
wim  BeIBO3 u3 Poccuiickoii  ®Denepanmyu  panbcuUIMPOBAHHBIX — JICKAPCTBEHHBIX  CPEACTB,
HET0OpPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEACTB, KOHTpPA(aKTHBIX  JIEKAPCTBEHHBIX  CPEICTB
OCYLIECTBIISICTCA 3a CYET JIMIA, OCYHIECTBHBIIETO WX BBO3. [lOpSIOK YHHUYTOXKEHUS H3BATHIX
(banbcuUIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB, HEAOOPOKAUYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpeACTB ycTaHaBnuBaercs [IpaBurensctBom Poccuiickoii denepanui.
(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluna, ocymectBistonme BBo3 B Poccuiickyro  @Denepanuio  haibCUPUITMPOBAHHBIX
JIEKapCTBCHHBIX  CPEJICTB, HEAOOPOKAYECTBCHHBIX  JICKAPCTBCHHBIX  CPEJICTB, KOHTPa(aKTHBIX
JICKApPCTBEHHBIX CPEJCTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJATEIbCTBOM Poccuiickoi
denepanuu.

(B pen. @enepanbubix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

8. BriB0O3 sexapcTBEHHBIX cpeAcTB U3 Poccuiickoil @enepan oCyEeCTBISIETCS B COOTBETCTBUU C
aKTamy, cocraBisomumu npaBo Coro3a, W (Wiam) 3akoHonaTenbcTBOM Poccuiickoit ®depepauun o
roCyJapCTBEHHOM PEryJIMPOBAaHUN BHEIIHETOPTrOBOM IEATEIBHOCTH.

(uactb 8 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

9. BBox B rpaxkaaHCKuii 000pOT JIEKAPCTBEHHBIX IMPENapaToB ISl MEIUIIMHCKOTO NMPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro Deneparuio, OCymEeCTBISIETCS ¢ COOM0eHuEM TpeOOBaHUM, yCTaHOBICHHBIX
crateeit 52.1 nHactosmero denepaibHOrO 3aKOHA.

(uactp 9 BBenena denepanbHbiM 3aKk0HOM 0T 28.11.2018 N 449-D3)

IIpumeuanue.

Y. 10 cr. 47 He pacnpoCTpaHseTCs Ha CEpUU JICKApCTB ISl BETEPUHAPHOTO MPUMEHEHHsI, BBEIEHHbIE
B rpaxkaaHckuii o6opot a0 01.09.2023, xoTopble MoJuIeKaT MPUMEHEHHUIO IO UCTEUEHUSI CpOKa HUX
rogHoctd (P3 ot 02.07.2021 N 317-D3).

10. BBox B rpaxaaHckuii 000pOT JeKapCTBEHHBIX MpENnaparoB Il BETEPUHAPHOTO MPUMEHEHUS,
BBE3CHHBIX (mepeMerieHHblx) B Poccuiickyto ®@enepanunio, OCYIIECTBISETCS C  COOJIIOAECHUEM
TpeOOBaHUM, YCTAaHOBJIEHHBIX cTaThel 52.2 HacTosero denepaybHOTO 3aKOHA.

(uactp 10 BBenena denepanbubiM 3akoHOM 0T 02.07.2021 N 317-D3)

Cratbs 48. lOpuanyeckue nuua, KOTOpbIM pa3peLleH BBO3 JIeKapCTBEHHbIX CpeAcTB
B Poccumnckyro ®egepauuto
(B pen. denepanbhoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBeHHbIe cpeacTBa B Poccuiickyro denepainio MOTyT BBO3UTh:
(B pen. ®exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1 ) MNPOU3BOAUTCIIN  JICKAPCTBCHHBIX  CPCACTB  JJIA eiaen COOCTBEHHOTO MMPONU3BOACTBA
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JICKApCTBCHHBIX CPCACTB;

2) UWHOCTpaHHBIE pPa3padOTUMKH JIEKAPCTBEHHBIX CPEACTB W WHOCTPAHHBIC IPOU3BOAMTEIN
JIEKapCTBEHHBIX CPEJICTB WIIM IPYTUe IOPUANIECKHUE JIMIA 0 MOPYUYEHHUIO pa3paboTyrKa JICKapCTBEHHOTO
CpencTBa JUIs pa3pabOTKU JICKAPCTBEHHBIX CPEJICTB, MPOBEICHUS HAyYHBIX M WHBIX HCCIICIOBAHUM,
NOPOBEACHUS  KIMHWYECKUX  MCCIICJOBAHMI  JIGKAPCTBEHHOTO  IperapaTra,  OCYIIECTBICHUS
FOCYJIJApCTBEHHOW  PErucTpalMd WIM  PETUCTPAllMM  JIEKAPCTBEHHOI'O  Mpenapara, BKIKOYEHHUS
(dapmaneBTHYECKO CyOCTaHIIMM B TOCYAApPCTBEHHBIH pPEECTp JIEKApCTBEHHBIX CPEACTB, KOHTPOJLI
Ka4yecTBa JIEKAPCTBEHHBIX CPEJCTB MPHU HAIMYHUU PA3PELICHHs YIIOJIHOMOYEHHOTO (eiepaJIbHOro opraHa
UCTIOJIHUTEIBHON BJIACTH HA BBO3 KOHKPETHOM MApTHUH JIEKAPCTBEHHBIX CPE/ICTB;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3) OpraHu3anvun OINTOBOM TOPTOBJIM JICKAPCTBCHHBIMHA CPCIACTBAMU,

4) Hay4HbIE OpraHU3allK, 00pa30BaTEIbHbIE OPraHU3aLMH BBICIIETO 00pa30BaHMsl, IPOU3BOAUTEIH
JICKapCTBEHHBIX CPEIACTB s pa3pabOTKH, HCCIEAOBAHUM, KOHTpOJIA OE€30MacCHOCTH, KauyecTsa,
3G HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB MPHU HATWYUH PA3pELICHUsS YIOJTHOMOYEHHOTO (enepaabHOro
OpraHa MCIIOJHHUTEIbHOH BIIACTH;

(B pen. @enepanbubix 3aKkoHOB 0T 02.07.2013 N 185-®3, ot 30.01.2024 N 1-D3)

5) MeOUIMHCKNE OpraHu3aliy, UHbIE YKa3aHHbIC B IMyHKTax | - 4 HacTOAIIEH CTaThi OpPraHU3aINH
JJIA OKa3aHUs MeI[I/IHHHCKOﬁ IMOMOIIH 11O )KM3HCHHBIM IMOKA3aHUAM KOHKPECTHOI'O MallMCHTa NP HAJTMYUHU
pa3peleHns yIoJHOMOYEHHOro (eaepaabHOro opraHa MCIOJHUTEIBHOW BIACTH Ha BBO3 KOHKPETHOMN
MapTUM JIEKAPCTBEHHOrO Iperapara, BBIJJAHHOTO B YCTAHOBJIEHHOM IMOpSAJIKE B (OpME 3JIEKTPOHHOTO
JOKYMEHTA, MOANMCAaHHOTO YCHJICHHON KBATU(UIIMPOBAHHOM 3J1€KTPOHHON MOIHCHIO;
(B pen. ®enepanbHoro 3akoHa ot 12.03.2014 N 33-D3)

6) yrpatui cuity ¢ 1 suBaps 2024 rona. - deaepanbhslii 3akoH ot 27.12.2019 N 475-@3.

7) IPOU3BOUTENN METUIIMHCKUX U3EIHM JIJIs 1IeJIei IPOU3BOICTBA MEIUIIMHCKUX U3/IEITHI.
(. 7 BBeneH PenepanbHbM 3akoHOM 0T 30.01.2024 N 1-D3)

Cratba 49. [loKyMeHTbl, nNpeAcTaBnsieMble B TaMOXeHHble opraHbl Poccuuckowm
depepaumm npu BBO3€e NeKapCTBEeHHbIX cpeacTB B Poccunckyo deagepauymtio
(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. Ilpu BBO3e jekapcTBEHHbIX cpeacTB B Poccuiickyto denepannio B TaMOXEHHBIE OpraHbl
Poccuiickoit @enepanuu Hapsay ¢ JOKyMEHTaMH, MPEACTABICHUE KOTOPBIX MPENYCMOTPEHO aKTaMH,
coctaBisitonuMu npaBo Coro3a, u (WIM) 3akoHomaTenbcTBOM Poccuiickoit denepannu 0 TaMOKEHHOM
PEryJIMpOBaHUHM, MIPEICTABISIOTCS CIEAYIONINE JOKYMEHTHI B JJIEKTPOHHON opMe:

(B pen. @enepanbHbix 3aK0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N 1-D3)

1) ceprudukar NPOU3BOAUTENS JIEKAPCTBEHHOTO CPEACTBA I BETEPUHAPHOTO MPUMEHEHUS,
YIOCTOBEPSIOLIUI COOTBETCTBUE BBO3UMOTO JIEKAPCTBEHHOT'O CPEJCTBA JJIs BETEPUHAPHOIO IPUMEHEHHUS
TpeboBaHusAM (apMaKonelHoll cTaTbu MO0 B ClIyyae ee OTCYTCTBUSI HOPMATUBHOTO JOKYMEHTA;

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

2) paspelleHHe YIOJHOMOYEHHOTO (heepalbHOr0 OpraHa HCIOJIHMUTENBHOM BJIACTH Ha BBO3
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KOHKpCTHOﬁ napTun JICKapCTBECHHOI'0 CpCACTBA B CliydasdaX, YCTAaHOBJICHHBIX YaCTbIO 3 crareu 47
HaCTOAIICTO d)e;[epanbﬂoro 3aKOHa.

2. JIoKyMeHTBI, yKa3aHHble B NyHKTaXx | M 2 yactu 1 HacTOsIIeH CTaTbH, MPEACTABISIOTCA B
TaMOXXEeHHbIe opranbl Poccuiickoit denepanuu npu NpuObITHN JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro
denepanuio.

(B pen. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccuunckyro depepaumio ans
JINYHOrO UCMNOJSIb30BaHUA U UHbIX HEKOMMEPYECKUX Lierien, a Takke Ans UICNoNb30BaHUA
Ha TEPpPUTOPUN MEXAYHAPOAHOro MeAULIMHCKOro Krnacrtepa
(B pen. @enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 29.06.2015 N 160-D3)

1. JlexkapcTBeHHBIE mMpemapartbl MOTYT ObITh BBe3eHBbI B Poccuiickyro ®enepanuio 06e3 ydera
TpeboBaHUM, TPEAYCMOTPEHHBIX YacTsMu 1 - 4 crateu 47, cratbsamu 48 u 49 Hactosimero denepaibHOTO
3aKOHa, €CIIM OHU IMPeIHA3HAYCHBI JJIA:

(B pen. @enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) nuyHOrO MCHONB30BaHUS (PU3MYECKUMH nullamu, npuOsBmIUMU B Poccuiickyro denepanuio.
IIpu »stom BBO3 B Poccuiickyro @enepanuio JICKAPCTBEHHBIX IPENAPATOB,  COAEPIKALIUX
CWIbHOACHCTBYIOIME U (WIM) SJOBUTHIE BEIIECTBA, BKIIOYEHHBbIE COOTBETCTBEHHO B CIIMCOK
CUJIBHOJECHUCTBYIOIIMX BEIIECTB JUIA LIeJIed YrOJIOBHOTO 3aKoHoaarenbcTBa Poccuiickon Penepanyu u B
CIMCOK SIIOBUTBIX BEILIECTB MJisi LieJIed YroJIOBHOIO 3akoHozjaTenbcTBa Pocculickoin ®denepauuu,
yrBepxkacHHbIe [IpaBurenscTBoM Poccniickoit denepanun, OCyIECTBISAETCSA NPU HAJTUYUM JTOKYMEHTOB
(3aBepeHHBIX KON JTOKYMEHTOB WJIM 3aBEPEHHBIX BBIMUCOK W3 HUX), NMOATBEPKIAIONIMX Ha3HAuYEHUE
¢u3nueckoMy JUIly YKa3aHHBIX JIEKAPCTBEHHBIX IMIPENapaToB (3a MCKIIOUYEHHUEM JIEKapCTBEHHBIX
IpernaparoB, 3aperucTpupoBaHHbIXx B Poccuiickoit @enepauuu 1M00 3aperucTpUpPOBAaHHBIX B
COOTBETCTBHUH C aKTaMH, cocTaBisitomumu paBo Coro3a, u oTiyckaembix B Poccuiickoit deneparum 6e3
pelienTa Ha JeKapcTBeHHbIM mpemnapat). [loaTBepkaaromue JOKYMEHTHI (MX 3aBEpEHHbIE KOMHMM HIIU
3aBEpEHHBbIC BBIMUCKM U3 HHUX) JOJDKHBI COJEPKATh CBEACHHS O HAUMEHOBAaHUU U KOJUYECTBE
HA3HAUYEHHOI'0 JIEKapCTBEHHOro TIpenapaTa. B cioywae, eciau MNOATBEpXkAAIOUIME JOKYMEHTHI (HMX
3aBEpEHHbIE KOMHM WM 3aBEPEHHBIC BBIMMCKU W3 HUX) COCTABJIEHbl HA MHOCTPAHHOM SI3bIKE, K HHUM
IIpUJIaraeTcs HOTaApUaIbHO 3aBEPEHHBIN NIEPEBO] HA PYCCKUH SA3BIK;
(B pen. @exnepanbubix 3aKk0HOB OT 02.06.2016 N 163-®3, ot 30.01.2024 N 1-D3)

2) UCHONb30BaHUS PpaOOTHUKAMH  JWIUIOMATHYECKOTO KOpIyca WIH  MPEICTaBUTEISIMU
MEKTYHAPOIHBIX OpraHu3alnii, akKpeIuToBaHHbIX B Poccuiickoin denepanmu;

3) 5edeHUsT MAcCaXMPOB M WIEHOB SKUIAXEW TPaHCHOPTHBIX CPEACTB, MOE3THBIX Opuraa u
BOAMTENEH TPAHCHIOPTHBIX CPEACTB, NpUOBIBIINX B Poccuiickyto denepanuio;
(B pen. denepanbroro 3akoHa ot 06.12.2011 N 409-03)

4) nedeHus y4aCTHUKOB MEXKIYHAPOJHBIX KYJIbTYPHBIX, CHOPTUBHBIX MEPONPUITUN U YYACTHUKOB
MEXIYHAPOIAHBIX DKCIICIULINA;

5) JeyeHUs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajgax, IMpPKax, OKEeaHapuyMmax,
nenbGpuHApUAX, JEYCHUsS TUKUX JKUBOTHBIX, MOCTOSHHO WM BPEMEHHO HACEINSIOUUX TEPPUTOPUIO
Poccutiickoit deneparuu, HaAXOIAUIUXCS B COCTOSIHUM E€CTECTBEHHOW CBOOOJBI M TMPHUHAIICKANIUX K
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BuJaM, 3aHeceHHbIM B KpacHyro kuury Poccuiickoit ®enepanuu u (MiM) KpacHble KHUTU CyOBEKTOB
Poccuiickoit denepanuu, a Takke KUBOTHBIX, BBO3MMBIX B Poccuiickyro denepanuio Ui ydacTus B
CIIOPTUBHBIX U 3PEIUILIHBIX MEPOIPHUATHSIX;

(B pen. @enepanbhbix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCIONB30BaHUS HA TEPPUTOPUH MEXKTYHAPOJHOTO METUIIMHCKOTO KIIacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. B cnyyasix, npeayCMOTPEHHBIX YacThl0 1 HACTOSIIEH CTaThH, JIONyCKaeTcs BBO3 B Poccuiickyro
Ddenepanuio JIGKAPCTBEHHBIX TPENapaToB, HE 3aperUCTpUpoBaHHbIX B Poccuiickoit denepanuu nubo He
3apETrUCTPUPOBAHHBIX B COOTBETCTBUM C AKTaMH, COCTABIISIIOIMMU ITpaBo Coro3a.

(B pen. @exnepanbubix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

3. JlekapcTBeHHbIE TpenapaThl, peHa3HAaYeHHbIE JJIs TYMaHUTapHOW OMOILIM (COeHCTBUSA) WU
IIOMOIIM IIPYM 4YPE3BBIYAMHBIX CHTyalusax, BBO3sATCA B Poccuiickyro @enepanuio B NOPAJIKE,
ycraHoBiaeHHOM IIpaBurensctBom Poccuiickoit ®enepanuu. 3anpemaercs BBo3 B Pocculickyro
Qdenepanvio  HE3aPETHMCTPUPOBAHHBIX  JICKAPCTBEHHBIX — IIPENaparoB,  IPEIHA3HAYEHHBIX  JUIA
ryMaHUTapHOH MOMOIIHU (COAEUCTBH) MIIM OMOILY NP YPE3BBIYAWHBIX CUTYALUSX.

(B pen. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CoTtpyaHuyecTBO ¢hbepepanbHOro opraHa MCNONMHUTENbLHOW BRacTy,
ocyulecTBnsoOLWero (pyHKUMU No KOHTPOSIO U HaA30py B 06nacTu TaMOXeEHHOro gena, u
APYruX YNOoJIHOMO4YEHHbIX dpegepanbHbIX OPraHoB UCNOJTHUTENbLHOM BRacTu
(B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

1. VYnomHoMoueHHblE (enepalbHble OpraHbl HCIOJHUTEIBHOW BIACTH MPENOCTaBISIOT B
pacnopspkeHne  (efiepaqbHOro OpraHa HCHOJMHUTEIBHOM BJIACTH, OCYIIECTBISIONIETO (QYHKIMH IO
KOHTPOJIIO ¥ HaJ[30py B 00JIACTH TaAMOXKEHHOTO JieJ1a, TOCYJapCTBEHHBII peecTp JIEKapCTBEHHBIX CPEJICTB,
a TaKXKe I/IH(l)OpMaHI/IIO O BBIJIAHHBIX pa3pClICHUAX Ha BBO3 KOHerTHOI\/'I MapTHUH JICKAPCTBCHHBIX CPCACTB
B ClIydasiX, yCTAaHOBJICHHBIX 4acThl0 3 cTaThu 47 HacTosmero denepaibHOro 3aKOHa.

(B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

2. ®enepanabHbIl OpraH HCIOJHUTENBHONW BIACTH, OCYLIECTBISIOMMNA (DYHKIMM MO KOHTPOJIO U
HaJ30py B 00JACTHM TaMOXEHHOTO Jeja, MH(OpPMHUpYeT yKa3aHHble B 4acTH 1 HacTosmiel craTbu
YIOJIHOMOYEHHBIE (e/iepabHble OpraHbl UCIOIHUTENIBHOM BIACTH O BBO3€ JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyto @enepaiinio 1 BbIBO3€ JIEKAPCTBEHHBIX cpeacTB U3 Poccuiickoit denepannu no ¢popme U B
nopsiike, KoTopble ycraHoBieHsl [IpasurensctBom Poccniickoit denepanun.

(B pen. @exnepanbHbix 3aKk0HOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-D3)

Maea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb
Cratbsa 52. OcyuwecTBneHue hapmMaueBTUHECKON AEATENIbHOCTH
1. d)apMaueBTquCKasI JACATCIBHOCTE OCYIICCTBIIACTCA OpPraHu3aluiaIMnu ONTOBOU TOProBJIN
JICKapCTBCHHBIMU cpeacrBamu, AIlITCUHbIMU opraHusanusimMu, BCTCPUHAPHBIMU AIllITCUYHbIMHAU

opranu3anusimu, HHIWBUIYaJIbHBIMHA npeaANIpUHUMATEIISAMU, UMCIOIINMHU JIMIICH3UIO Ha
q)apMaL[CBTI/ILICCKyIO ACATCIIBHOCTb, MCIUIWUHCKUMHU OpraHu3aludaMu, HWMCIOIIMMU JIMOCH3WIO Ha
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(bapManeBTHYECKYIO JIESATEIBHOCTh, U HMX 000COOIEHHBIMH MOJPA3ACICHUSIMH, PACIOJOKCHHBIMH B
CEeNTbCKUX HACEJICHHBIX MYyHKTaX, B KOTOPHIX OTCYTCTBYIOT aIllT€UHbIC OpPraHU3allld, U BETEPHUHAPHBIMU
OpraHM3aLUsIMU, UIMEIOIIMMH JINIICH3UIO Ha (hapMaleBTHYECKYIO 1eSTEIbHOCTb.

(B pen. @enepanbHbix 3aKk0HOB 0T 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

[Ipumeuanue.

Y. 2 ct. 52 (B pen. @3 ot 28.04.2023 N 149-D3) B yacTu aKKpEeAUTALMH CIECHHUAIUCTOB C BBICIIUM
WIH CPETHUM BETEpUHAPHBIM 00pa30BaHUEM, OCYIIECTBISIOMUX (hapMalleBTHUECKYIO JEATEIbHOCTD,
npumensiercs ¢ 01.03.2026. Ceprudukarsl TakuMm JumaM Beigatotcs mo 28.02.2026 u AelcTBYIOT He
Oonee 5 ner.

2. Owu3MyYecKue JMIAa MOTYT OCYHIECTBIATH (PapMaleBTHYECKYIO JACATEIBHOCTh MPU HAIWYHU
BBICIIEIO WJIM CpEAHEro (QapMmaneBTHYecKoro oOpa3oBaHUs M cepTH(]UKaTa cHenuanucra Jmoo
MPOIIEHHON AaKKPEIUTALWU CICHUAINCTA, BBICIIETO WM CPEJHET0 BETEPUHAPHOTO OOpa3oBaHUS U
cepruuKaTa CHenuaIUCTa JMOO TPOWIACHHON aKKPEAWTAIMU CIICHHAINCTa, a TAKXKE BBICIIETO WM
CpeIHEro MEIHMIIMHCKOTO 00pa3oBaHUs, cCepTH(HKATa CIEIHaTucTa JTUOO0 MPOMIEHHONH aKKpeAWTaIHH
CIIeUaIicTa U JOMOJHUTEIBHOr0 Npo(ecCHOHATBHOr0 00pa30BaHUS B YacTH PO3HUYHOW TOPrOBIH
JICKApCTBCHHBIMU IIpCliapaTaMu JII MCAUIHUHCKOI'0 TMPUMCHCHHUA IpHU YCIOBUHU HX pa6OTI)I B
000COOJICHHBIX MOIPa3IeICHUAX MEIUIIMHCKIX OPraHU3alii, YKa3aHHBIX B YaCTH | HaCTOSIICH CTAaThH.
(uactsb 2 B pen. enepanbroro 3akoHa oT 28.04.2023 N 149-D3)

IIpumeyanue.

JlexapcTBeHHbIE TIpenapaThl Uil MEIUIUHCKOTO IPUMEHEHNUs], BBEJIEHHBIE B IPaKJaHCKUN 000POT A0
29.11.2019, momnexar XpaHEHMIO, IIEPEBO3KE, OTIYCKYy, peajlu3aluy, Nepegade, NPUMEHEHHUIO 10
uctedeHus cpoka ux rogHoctu (O3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT neKapCTBEHHbIX CpeacTB Ans
MeaULUHCKOro NpUMeHeHus
(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

(BBenena denepanbHbIM 3ak0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOAOM B rpaskJaHCKUK 000OPOT KaXKIOW CEpUU WM KaKIOW MapTUH MPOU3BEACHHOTO B
Poccuiickoit @enepanun JIEKapCTBEHHOTO Ipenapara il MEJUIMHCKOTO TPUMEHEHUS, 32 UCKITFOUCHUEM
MMMYHOOUOJIOTUYECKUX JIGKAPCTBEHHBIX MPENapaToB, MPOU3BOJUTENh TAaKOTO JIEKAPCTBEHHOTO
mpenapara TMpeACTaBiIseT B AJIEKTPOHHOW (opMme B (QeaepalbHbIi OpraH HCHOJHUTEIHLHON BIIACTH,
OCYIIECTBISIONUN (DYHKIIMKM 1O KOHTPOJII W Haa30py B cdepe 3ApaBOOXPAHCHHUS, JTOKYMEHT
MIPOU3BOJIUTENS JIEKAPCTBEHHOI'O CPE/ICTBA, MOATBEPIKIAIONINI KauyeCcTBO JIEKAPCTBEHHOIO IMpernapara, u
MOATBEPK/ICHUE YIOJIHOMOYEHHOTO JIMIA TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUSA
JIEKapCTBEHHOI'O IpernapaTa TpeOOBaHUSM, YCTAaHOBIIEHHBIM IIPU €r0 PErUCTPALIUH.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

1.1. Tlepen BBOOM B rpakIaHCKUN 00OPOT KaXKIOW CEPUH HIIM KAKJIOW MapTUU TIPOU3BEICHHOM B
Poccuiickoit @eneparun (apManeBTHUECKOW CyOCTaHIIMM MPOU3BOAUTENh TAaKOTO JIEKApCTBEHHOT'O
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CpeICTBa IMpPEACTaBIseT B JJIEKTPOHHON (opme B QenepalbHbIil OpraH HCHOJHUTENBHON BJIAaCTH,
OCYIICCTBISIONMN (DYHKIIMM 1O KOHTPOJII W HAA30py B cdepe 3ApaBOOXPAHCHUS, JTOKYMEHT
MIPOU3BOJUTENS  JIEKAPCTBEHHOTO  CPEJICTBA, TMOJATBEP)KIAIONIMI  KauyecTBO  (papMaleBTUYECKOM
CyOCTaHINM, W JOKYMEHT, MOATBEPKIAOIINNA COOTBETCTBUE JICKAPCTBEHHOTO CPEJCTBA TPEOOBAHMSIM,
YCTAaHOBJIEHHBIM IPU €ro TOCYJapCTBEHHON pPETrUCTpallid WM PErucTpaluv, u OQOPMIICHHBIH
YIOJIHOMOYEHHBIM JIUIIOM IPOU3BOIUTENS JICKAPCTBEHHBIX CPECTB.

(dactp 1.1 BBegena denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

2. Tlepen BBOJOM B TpaKTAHCKUU OOOPOT KAXKIAOW CEpPHHM WM KAXKIOW MAPTHU BBO3UMOTO B
Poccuiickyro ®enepanuio JIEKapCTBEHHOTO Ipenapara Uil MEIWLMHCKOTO IPUMEHEHHMs, 3a
UCKJIIOYEHUEM HMMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB, OpraHU3alysi, OCYIIECTBIISIIOIIAs
BBO3 JIEKaPCTBEHHOTO mpemnapara B Poccuiickyro ®enepanuio, IpeacTaBiseT B 3JIEKTPOHHON (Gopme B
(benepanbHBI OpraH UCHMOJHUTEIBHON BIACTH, OCYHIECTBISIOMNN (YHKINUU TTI0 KOHTPOJIO U HAJI30py B
cdhepe 3ApaBOOXpaHEHUS, JOKYMEHT MPOU3BOAMTENS JIEKAPCTBEHHOTO CPEACTBA, IMOATBEPKAAIOIINN
KauyeCTBO  JIGKapCTBEHHOI'O  Ipernapara, W  IOATBEPKIACHUE  INPEICTABUTENs  OpraHU3aLNH,
OCYLIECTBJISIOIIECH BBO3 JIEKAPCTBEHHOro mpenapara B Poccuiickyro Denepannio ¥ yHnoJIHOMOYEHHOU
MHOCTPAHHBIM IMPOU3BOJIUTEIEM JIEKAPCTBEHHBIX CPEICTB, COOTBETCTBHUS BBO3MMOIO JIEKAPCTBEHHOI'O
npemnapaTta TpeOOBaHUSIM, YCTAHOBJICHHBIM IPU €T0 PErHCTPaIUH.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)

2.1. Ilepex BBOAOM B TIpa)<JIaHCKUH OOOPOT KaKAOH CEpUM WM KaXIOW HapTUM BBO3UMOH B
Poccuiickyro ®enepanmro GpapmManeBTHIeCKOl CyOCTaHIIMHM OpTraHU3alus, OCYIIECTBISIONIAs BBO3 TAKOTO
JeKapcTBEHHOro cpeacrtBa B Poccuiickyto @Denepanuio, NpeacTaBiseT B 3JIEKTpOHHOH ¢(opme B
(benepanbHbI OpraH UCIOJHUTEIBHON BJIACTH, OCYIECTBIISIONMY (PYHKIIMM IO KOHTPOJIIO U HAJ30pY B
cepe 3ApaBOOXpAaHEHMs, JOKYMEHT IPOU3BOAMTENS JIEKAPCTBEHHOI'O CPEJCTBA, IMOATBEP)KIArOIINI
KauecTBO (papManeBTUUECKON CyOCTaHIIUH.

(uactsb 2.1 BBenena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

3. Tlopsimok mpeacTaBieHUsT B COOTBETCTBUM ¢ vacTsmu 1, 1.1, 2 m 2.1 Hacrosmieidl cratbu
JOKYMEHTOB U CBEICHHH O JIEKapCTBEHHBIX CpPEACTBaX, BBOJAMMBIX B TpPaXXTaHCKUN 000pOT,
ycranasnusaercs [IpasurensctBom Poceniickoit denepanun.

(uactsb 3 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

4. B OTHOUIEHMM MEpBbIX TPEX CEpPUNl WIM MAPTHUH JEKApCTBEHHOIO IIpernapara, BIEpBbIE
npousBezieHHoro B Poccuiickoit ®eneparnun uian Brepsble BBo3uMoro B Poccuiickyto ®@enepanuto (63
ydyera JIO3UpPOBKH) B paMKax OJIHOTO PEruCTPallMOHHOTO YAOCTOBEpeHHUs, B (enepanbHbIl Opra
UCTIOJHUTEIBHOW  BJIACTH, OCYLIECTBIAIOMMKA (YHKIMH 1O KOHTPOJIIO U Haa3opy B cdepe
3/1paBOOXPAHEHHUs, JOMOJIHUTEIBHO MPEICTABIAETCS MPOTOKOJ HCIBITAHUNA O COOTBETCTBUHM CEPUU WIIN
[IapTUU JICKAPCTBEHHOI'O IIpemapara Uil MEIULUHCKOrO IIPUMEHEHHs II0Ka3aTelsiM KadecTsa,
MPEeTyCMOTPEHHBIM HOPMATUBHOM  JOKyMEHTAalMeW, WM TpeOOBAaHUSM, YCTAHOBJIEHHBIM IPHU
perucTpaiyy B COOTBETCTBHU C aKTaMH, COCTABIISIOIIMMU IpaBo Coro3a (Janee - MpOTOKOJ UCTIBITAHU),
MPOBOIUMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBHH C 3aKOHOJATENHCTBOM Poccuiickoit denepamnuu 00
aKKpeIuTallud B HAIMOHAJIBHOW CHCTEME aKKpeOuTauuu (QenepaabHbIMH  TOCYAapCTBEHHBIMU
OIOPKETHBIMU  YUPEXKICHHUSIMH, TOJIBEJOMCTBEHHBIMH (heJiepalbHOMY OpraHy HCIHOJHHUTEIbHOM BIacTH,
OCYLIECTBISIONIEMY (YHKIMHM TIO BbIpabOTKE M peaju3alMd TOCYJapCTBEHHOH IOJUTHKU U
HOPMAaTUBHO-TIPAaBOBOMY pEryJMpOBaHUI0 B cdepe 3apaBooXpaHeHHs, M (eaepalbHOMY OpraHy
UCTIOJHUTEIBHOM BJIACTH, OCYLIECTBISIOMIEMY (YHKIMHM 10 KOHTPOJI U Haa30py B cdepe
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3apaBooxpaHeHud. JlomyckaeTcs  HpeAcTaBlIeHUME  IPOTOKOIA  MCHBITAHMM, IPOBEAEHHBIX €
HCMOJIb30BAHUEM  CPEICTB JAUCTAHLMOHHOTO B3auMoacucTBHs. [lopsaok BbAauM  yKa3aHHBIMU
(benepanbHBIMU FOCYAAPCTBEHHBIMU OFOJKETHBIMU YUPEXKICHUSMU JAHHOTO MPOTOKOJIA U pa3Mep IIaThl
3a €ro BblIavy ycraHaBinBaroTcs [IpaBurensctBom Poccuiickon denepannm.

(B pen. @enepanproro 3akoHa ot 30.01.2024 N 1-D3)

4.1. IlpencraBneHre MPOTOKOJIA UCIIBITAHUM JOMYCKAETCs TOJILKO B OTHOIIEHUU MEPBOM CEpUU WU
MIepBOM MapTUU JEKAPCTBEHHOT'O Ipenapara, BOepBble npousBeaeHHoro B Poccuiickoit denepaunu uim
BIIEpBbIE BBO3UMOro B Poccuiickyto @enepanuio (3a HCKIIOUEHUEM JIEKAPCTBEHHBIX IIPENapaTos,
yKa3aHHBIX B 4acTsAx 4.2 u 4.3 HACTOSIIEH CTaThH), B ClTydae MPEAOCTABIICHHS CBEACHUN O J1aTe BBIIAYH U
PErUCTPAallMOHHOM HOMEPE 3aKJIIOYEHUSI COOTBETCTBUS IPOU3BOJACTBA JICKAPCTBEHHBIX CPEJNICTB
TpeOOBaHUSAM TPaBUI HaJUIekKalled MPOU3BOJACTBEHHONW NPAKTUKH, BBIIAHHOTO YHIOJIHOMOYEHHBIM
denepanbHBIM OpPraHOM WCIOJHUTEIBLHOW BIIACTH, WU CEpTU(PUKATA COOTBETCTBHS IPOM3BOJICTBA
JIEKapCTBEHHBIX  CPEJICTB TPeOOBAHMUAM TPaBUI  HAJJIeKalIed  MPOU3BOJACTBEHHOW  MPAKTUKH
EBpasuiickoro sKOHOMHUYECKOTO COI03a, BBIJIAHHOTO YIOJIHOMOYEHHBIM OpraHOM TOCYy/apCTBa - 4jieHa
EBpa3uiickoro = SKOHOMHYECKOIO  COK3a, B  OTHOUIEHMHM  IPOU3BOACTBEHHOM  IUIOLIAJKU
(TIpOM3BOACTBEHHBIX TUIOMIA/IOK), OCYIIECTBIISIONICH MPOU3BOJCTBO TOTOBOM JICKAPCTBCHHOH (OPMBI U
BBIITYCKAIOIIMI KOHTPOJIb KauecTBa JICKAPCTBEHHOI'O Ipenapara, NpU YCIOBUU OTCYTCTBHS B TE€UEHUE
TpeX JIeT, MPEAIISCTBYIONIUX J1aTe BhIIAYM MPOTOKOJIA UCTIBITAHUM, CIIy4acB BBIABJICHHUS HECOOTBETCTBUS
YCTaHOBJICHHBIM TpPEeOOBAHMUSM KauecTBa JIGKAPCTBEHHBIX CPEACTB, HHMOpMamUs O KOTOPBIX
OITy0JINKOBaHAa Ha caiiTe (eiepaIbHOTO OpraHa MCIIOJTHUTEIHLHON BIIACTH, OCYIIECTBIISIOMIECTO (DYHKIHH
10 KOHTPOJIIO U HAJ30py B cepe 3ApaBOOXPAHEHHUS, B OTHOIICHUH BCEX MPOU3BOACTBEHHBIX IUIOMIAIOK,
OCYIIECTBJISIONIUX TMPOU3BOJICTBO JIEKAPCTBEHHOTO Ipernapara M BBIMYCKAIOIUKA KOHTPOJIh KadecTBa
JIEKapCTBEHHOTO Mpernapara.

(uactsb 4.1 BBeneHa @enepanbHbM 3akoHOM OT 30.01.2024 N 1-D3)

4.2. He TpebOyercst mpencTaBieHUE MPOTOKOJA WCIBITAaHUM, ykazaHHoro B vactu 4 wim 4.1
HACTOAIIEH CTaTby, B OTHOLIEHWU Op(AHHBIX JIEKAPCTBEHHBIX IPENapaToOB, BBHICOKOTEXHOJOTHYHBIX
JIEKapCTBEHHBIX IMPENapaToB, MOJTYYEHHBIX U3 OMOJIOIMYECKOro MaTepuaa ONpe/Ie]IeHHOro YelloBeKa U
IIpeIHa3HAYEHHBIX JIJIs1 IPUMEHEHUS 3TOMY K€ YEIOBEKY.

(uactsb 4.2 BBeeHa @enepanbHbM 3akoHOM OT 30.01.2024 N 1-D3)

4.3. B OTHOLIEHUWU OJHOW CEpUU WM OJHOM MapTUM BHICOKOTEXHOJOTHMYHOTO JIEKAPCTBEHHOIO
mpemnapara (3a HCKJIIOUEHHEM BBICOKOTEXHOJOTHMUYHBIX JIEKAPCTBEHHBIX MPENapaToB, MOJYYEHHBIX M3
OMOJIOrMYECKOr0 MaTepuaa oNnpeAeseHHOro YeJl0BeKa U MPEeIHa3HAuUE€HHBIX JUUIsl IPUMEHEHUs 3TOMY Ke
YeJIOBEeKY), BIIEpBbIe IMpousBeaeHHOro B Poccuiickoit denepanyu uiaM BHEpBbIE BBO3MMOIO B
Poccuiickyro @enepannio, MpeaCTaBISIETCd MPOTOKOJ HCHBITAHUM, MPOBEICHHBIX C HMCHOJIb30BAHUEM
CPEICTB JTUCTAaHIIMOHHOIO B3aMMOJEICTBUS B TEUEHUE MEPBBIX TPEX JIET MOCIIE BBOJA TAKOTO Ipenapara
B I'PaX/IaHCKHI 000pOT.

(uactsb 4.3 BBeneHa PenepanbHbIM 3ak0HOM 0T 30.01.2024 N 1-D3)

5. ExerogHo He mo3gHee 1 ampens mpoOW3BOAMTENMN JIEKAPCTBEHHBIX CPEJCTB WJIM OpPraHU3AINH,
OCYIIECTBISIOIIME BBO3 JIEKAPCTBEHHBIX IpemnapaToB B Poccuiickyro denepannto, NpeacTaBisIiOT B
(benepanbHBI OpraH UCIOJHUTENBHON BJIACTH, OCYIIECTBISIONMN (PYHKIIMY [TO KOHTPOJIO U HAJ30pY B
chepe 31paBOOXpaHEHHs, MPOTOKOJ MCIBITAHUH TOCTYMUBIIETO B TEYEHHE MPEIIIECTBYIOLIETO
KaJIEHJapHOr0 To/la B TPaKJaHCKUH 00OpOT JEKapCTBEHHOI'O Ipernapara COIIACHO PErHMCTPALMOHHOMY
yIIOCTOBEpEHHIO (HA OJHY CEpPHIO0 TOProBOTO HaUMEHOBAHMS C YyYETOM JIEKapCTBEHHOM (OPMBI OIHOM
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J03UPOBKH), MPOBOAMMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBUM C 3aKOHOJATEIbCTBOM Poccuiickoit
Qenepani 00 aKKpeIWTAllMd B  HAMOHAJIBHOH CHCTEME aKKPEAWTAIMH  HCIIBITaTeIIbHBIMU
nabopatopusmMu (1eHTpamu). IIpencraBieHue NpoTOKoa UCHBITAHUHN, NMPELyCMOTPEHHOIO HACTOSILEH
4acTbl0, B OTHOILEHUHU JIEKApPCTBEHHBIX IIPENapaToB, yKa3aHHbIX B 4acTU 4.2 HacCTOSILEH CTaThy,
JIOITyCKAeTCsl OJIMH pa3 B TPH I'ojia IpU YCIOBUM MX BBOJA B rpaxaaHckuil o0oport. [Ipu npeacraBienun
MIPOTOKOJIA MCIIBITAaHHUM, PETyCMOTPEHHOTO yacTsMu 4 u 4.1 HacTosIIeH cTaThu, B QenepaibHblil opran
UCIIOJHUTEJIBHOM  BIIACTH, OCYLIECTBISAIOIIMNA (YHKIMM IO KOHTPOJIO M Haa3opy B cdepe
31paBOOXPAHEHUs, IIPOTOKOJI UCIBITAHUM, IIPEAYCMOTPEHHBIM HACTOSIIEH 4acThblO, B YKa3aHHBIM OpraH
HE TPEJCTABIIACTCS.

(dactb 5 B pen. @enepanbuoro 3akoHa ot 30.01.2024 N 1-D3)

5.1. IlpousBoauTenn JEKApCTBEHHBIX CPEIACTB WM OpPraHU3alMM, OCYIIECTBISAIOININE BBO3 B
Poccuiickyro ®@enepanuio BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MpenapaToB, BMECTO IPOTOKOJIA
UCIBITAaHUHN, MPEIyCMOTPEHHOIO YacThI0 5 HACTOSIICH CTAaThbU, BIpaBe MPEACTaBUTH B (pelrepanbHBbIi
OpraH HWCHOJHHUTEIBHOW BIIACTH, OCYHIECTBISIIOIMK (YHKIMHM IO KOHTPOJIO W HAa30py B cdepe
3IpaBOOXPAHEHHUs, CBEACHUS O JaT€ W PErucTpPallMOHHOM HOMEpE 3aKIKYEHUsT O COOTBETCTBUU
MIPOU3BOJUTENSI JICKAPCTBEHHBIX CPEJICTB TpeOOBaHMUSIM TpaBUJ HAJJICKAIIed MPOU3BOICTBEHHOU
MIPAKTUKU WUJIHM cepTU(UKaTa COOTBETCTBUS MMPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABUII
HaJJIe)Kaled MPOU3BOJCTBEHHOM TMPAKTUKK EBpa3uiiCKOro 3KOHOMHUYECKOTO COK03a, BBIAAHHOIO
YIOJIHOMOYEHHBIM OpraHOM TrocyAapcTBa - uieHa EBpa3uilckoro 53KOHOMHMYECKOTO COr03a, MJIs
MIPOU3BOJICTBEHHON TUIOMAAKA (MIPOU3BOJCTBEHHBIX IUIOMIAJ0K), OCYIIECTBISIONICH MPOU3BOICTBO
TOTOBOM JIEKAPCTBEHHOM ()OPMBI U BHIMYCKAIOIINN KOHTPOJIb KaueCTBa JIEKAPCTBEHHOTO Mpernapara.
(dactb 5.1 BBegena denepanbubiM 3akoHoM OT 30.01.2024 N 1-D3)

6. IlpomsBoguTenu JIEKapCTBEHHBIX CpPEACTB WJIM OpraHM3alM, OCYLIECTBIAIOIINE BBO3
JIEKapCTBEHHBIX INpenapatoB B Pocculickyto denepaiuio, He MEHEE YE€M 3a OJIMH TOJ 10 MJIAHUPYEMBIX
IIPUOCTAHOBJICHUSI WM IPEKpallleHUus MPOU3BOJCTBA JIEKAPCTBEHHBIX IIPENapaToB WIM HX BBO3a B
Poccuiickyto @enepanuio yBeAOMISIOT 00 3TOM B D3JEKTPOHHOH (opme QenepaibHbIl  oprat
UCTIOJHUTENIBHOM BIIACTH, OCYLIECTBISAIOMMNA (YHKIMM 1O KOHTPOJIIO U Haazopy B cdepe
3IpaBOOXpaHEHUs U (enepaibHblii OpraH HCHOJHUTETBLHON BJIACTH, OCYIIECTBIISIFONIUN (QYHKIMH T10
JULEH3UPOBAHUIO ITPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB.

(B pen. ®exnepanbHoro 3akona ot 30.01.2024 N 1-D3)

7. BBoa B rpakJaHCKMH OOOPOT KaXAOH Cepuu MM KaXI0W MapTHM MMMYHOOHOJIOIMYECKOTro
JIEKApCTBEHHOT0 IIpemnapara, npousBeeHHoro B Pocculickoin denepanuy wiv BBO3UMOro B Poccuiickyro
denepanyio, OCYLIECTBISAETCS Ha OCHOBAHUHU pPAa3peIIeHUs, BBIJAHHOTO (eaepalbHbIM OpraHOM
WCIIOJIHUTENIBHON  BJAcTH, OCYLIECTBISAIOMMM (YHKIMHM 1O KOHTPOJI U Haa3opy B cdepe
3/IpaBOOXPAHEHMs, HA OCHOBAHUHU BBIJAHHOTO (elepalbHbBIMU TOCYJIApPCTBEHHBIMH OOKETHBIMHU
YUPEKACHUSAMH, YKa3aHHBIMU B YacTH 4 HACTOSIIEW CTAaTbH, 3aKIIOYEHUS O COOTBETCTBUM CEPUU WIIHU
NapTUd UMMYHOOHMOJIOTHYECKOTO JIEKAPCTBEHHOTO Ipernapara TpeOOBaHUSIM, YCTaHOBJIEHHBIM IMPU €ro
rocyaapcTBeHHOU peructpauuu. [Topsaok BblnauM pasperieHusi Ha BBOJ B I'Pa)IaHCKHI 000poT cepuu
WIN IAPTUU UMMYHOOHOJIOTHYECKOTO JIEKAaPCTBEHHOIO Ipernapara, a Takke MOpsI0K BbIJIaul yKa3aHHOTO
3aKJIIOYEHUsT W pa3Mep IUiaTel 3a €ro BbAady ycraHaBiuBaroTcs [IpaButensctBom Poccuiickoit
denepanuu.

7.1. ®opMa u MOPSAIOK MPOBEACHUS UCIBITAHHUM, YKa3aHHbIX B 4yacTax 4, 4.1, 4.3 u 5 Hacrosein
CTaTbH, B TOM YHUCJIE C HUCIIOJb30BAHUEM CPEACTB JAMCTAHLIMOHHOIO B3aUMOJIEHCTBUS, YCTaHABIMBAKOTCS
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[IpaBuTenscTBOoM Poccuiickoit denepanuu.
(dactp 7.1 BBegena denepanbubiM 3akoHoM OT 30.01.2024 N 1-D3)

8. 3a HempeACTaBICHHE WJIM HECBOEBPEMEHHOE IMPEACTABICHUE JIOKYMEHTOB MW CBCJICHH,
npeaycMoTpeHHbsix vactsmu 1, 2, 4, 4.1, 43, 5, 5.1 u 6 Hacrosmeld CcTaTbu, MPOU3BOJUTEIH
JIEKAPCTBEHHBIX CPEJICTB M OpraHU3aIMH, OCYIICCTBIISIONIME BBO3 JICKAPCTBEHHBIX IpErapaToB B
Poccuiickyto denepaiinio, HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOAATENIbCTBOM Poccuiickoi
denepanuu.

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

9. IlpencraBieHue AOKYMEHTOB M CBEACHUMN, MPEAYCMOTPEHHBIX 4acTsMu 1, 2 u 4 Hacrosien
CTaThbd, M TOJYYEHHUE MPEAYCMOTPEHHOTO YacThl0 7 HACTOAIIEH CTaThu pa3pelieHHs] Ha BBOJ
MMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO Tpernapara B TpaXIaHCKU 00OpoT He TpedyroTcs B
OTHOIIIEHWU JICKAPCTBEHHBIX MPENapaToB, MPEIHA3HAUYCHHBIX I IPOBEACHHUS  KIMHUYECKUX
WCCIIEIOBAaHUM JIEKapCTBEHHBIX IPENapaToB, MPOBEICHUS JKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
OCYIIECTBJICHUSI TOCYJapPCTBEHHOW PETHUCTpaIlMU JIEKAPCTBEHHBIX IpENnapaToB, a TaKKe B OTHOILICHUU
HE3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX IMPEMapaToB, MPeAHA3HAYCHHBIX ISl OKa3aHUs MEIUIIMHCKOM
MOMOIIM TIO0 XU3HCHHBIM TOKA3aHUSIM KOHKPETHOTO TMAaIllMEeHTa WA TPYMIbl MAlMEHTOB, BBO3UMBIX B
Poccuiickyto @enepannio B cooTBETCTBUHM ¢ dacTsMu 3 u 3.1 crateu 47 Hactosuiero denepanbHOro
3aKOHa.

(B pen. @exnepanbHoro 3akona ot 27.12.2019 N 475-03)

10. Ilpu BbIsIBIEHUM B Ipa)JaHCKOM OOOpOTE CEpUM WIM NapTUU JIEKAPCTBEHHOI'O Iperapara,
JOKYMEHTBI U CBEJCHHUS O KOTOPBIX, MPEAyCMOTpeHHbIe yacTsamu 1, 2, 4, 4.1, 4.3, 5 u 5.1 Hacrosuei
CTaThH, HE TIPEJICTABIICHHI B (heJIepalIbHBIA OpraH MCIIOJIHUTEIBHON BJIACTH, OCYIICCTBIISIIONIUN (PYHKITUU
M0 KOHTPOJIO M HA/30pY B cdepe 3paBOOXpaHEHUs, IMOO CEpUM WM MapTHH UMMYHOOUOIOTHYECKOTO
JIEKApCTBEHHOTO TIperapara, HE UWMEIIIMUX pa3pelieHuss Ha BBOJ B TPAXKIAHCKHI  000poT,
MPEeIyCMOTPEHHOTO YacThi0 7 HACTOAIIeH CTaThH, (efepanbHbIi OpraH HCIOIHUTENBHON BIACTH,
OCYIIECTBISIOMUNM (YHKIIMM TI0 KOHTPOJIO W Haa30py B cdepe 3ApaBOOXpaHEHHUs, B TMOPSIKE,
yctaHoBieHHOM I[IpaButensctBoM Poccuiickoit ®denepaiiuu, NPUHUMAET pELIEHUE O MPEeKpalieHUH
TPKJIAHCKOTO 000pOTa TaKWX CEPUU WM MApTUM A0 TPEJCTABICHUS YKa3aHHBIX JTOKYMEHTOB U
CBEICHMI MO0 MOTyUYeHHS YKa3aHHOTO pa3perieHusl.

(B pen. ®exnepanbHoro 3akona ot 30.01.2024 N 1-D3)

IIpumeyanue.

Cr. 52.2 He pacnpoCTpaHSIETCs Ha CEpUH JIEKapCTB JJII BETEPUHAPHOIO MPUMEHEHUS, BBEICHHBIC B
rpaxaaHckuit obopor 1o 01.09.2023, xoTopble MOJIEKAT NMPUMEHEHUIO JIO MCTEUYEHHUS CPOKa HX
rogHocty (@3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBoa B rpaxpaHCKMmM oOOOpPOT NneKapCTBEHHbIX MpenapaTtoB AnA
BeTepUHapPHOro NpMMeHeHus

(BBeneHa @enepanbHbIM 3akoHOM OT 02.07.2021 N 317-D3)

1. Tlepen BBOZOM B TpaXTaHCKUM OOOPOT KaXJAOW CepuU TMpousBeleHHOTO B Poccuiickoit
Qenepauuy  JEKapCTBEHHOIO IMpenapara Uil BETEPUHAPHOIO IPUMEHEHHUS, 34 MCKIIOYEHUEM

Crpanuua 125 mn3 163



®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

MMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOI'O Tperapara i BETEpUHAPHOTO MPUMEHEHUS, IPOU3BOIUTEND
TaKOTO JIGKAPCTBEHHOTO TpernapaTa MpeACTaBIsieT B yBEIOMUTEIBHOM TOpsIKe B (penepanbHblii opran
WCIIOJIHUTEJILHON BJIACTH, OCYIIECTBISIOMNNA (QYHKIMU 1O KOHTpOIIO (Haa3opy) B cdepe obOparieHus
JIEKapCTBEHHBIX CPE/ICTB ISl BETEPUHAPHOTO IIPUMEHEHUS:

1) JOKyMEHT MPOU3BOAUTEINSI JIEKAPCTBEHHBIX CPENICTB, MOATBEPKIAIOIINI COOTBETCTBUE KAueCTBA
JICKApCTBEHHOTO IMperapara Uil BETEPHUHAPHOTO NPUMEHEHUS, BBOJAMMOIO B Tpa)IaHCKUH 000poT,
TpeOOBaHUSAM, YCTAHOBIIEHHBIM IIPH €T0 FOCYAAPCTBEHHON PETUCTPALIUN;

2) TNOATBEP)KIACHHE  YMOJIHOMOYEHHOIO JMIAa IPOU3BOJUTENS  JIEKAPCTBEHHBIX CPEJICTB
COOTBETCTBHUSl  JIEKAPCTBEHHOIO IIpernapara [yl BETEpUHAPHOIO INPUMEHEHUs  TpeOOBAHUSAM,
YCTaHOBJIEHHBIM IIPH €r0 FOCYJapCTBEHHOM PErUCTpaLiu.

2. Ilepen BBOAOM B Tpa)xJaHCKHI 0O0OpPOT KaxJO0H Cepuu BBO3UMOrO (IIEPEMEIaeMOro) B
Poccuiickyro @enepanuio JEKapCTBEHHOIO Ipenapara Uil BETEPUHAPHOIO INPHUMEHEHUs, 34
UCKITIOYEHMEM MMMYHOOMOJIOTUYECKOTO JIEKAPCTBEHHOrO IMpernapara JIjs BETEPUHAPHOTO MPUMEHEHUS,
OpraHu3aIys, OCyIIeCTBIISIONAs BBO3 (IIEpEeMEIIeHUE) JIEKAaPCTBEHHOTO TMperapara il BETEPUHAPHOTO
npuMmenenust B Poccuiickyro @enepaliuio, npeAcTapiseT B yYBEAOMUTEIHHOM MOpSAKE B (penepanbHblii
OpraH WCIIOJHUTEJIIBHOW BJIACTHU, OCYIIECTBISIIOMMNA (QYHKIIMU 10 KOHTpoJO (Ham3opy) B cdepe
oOpallleHus JIEKapCTBEHHBIX CPEJCTB JJIsl BETEPUHAPHOTO IPUMEHEHHUS:

1) 1OKyMEHT NpOU3BOAUTEINSI JIEKAPCTBEHHBIX CPEJICTB, MOATBEPKAAIOIINNA COOTBETCTBUE KauecTBa
JIEKapCTBEHHOI'0 Ipernapara Julis BETEPUHAPHOIO IMPUMEHEHUs, BBOAMMOIO B TIpa)KIaHCKUMl 000poT,
TpeOOBaHUSAM, YCTAHOBIIEHHBIM IIPH €0 FOCYAAPCTBEHHONW PETUCTPALINN;

2) WOATBEpKJEHHE JMILA, YHOJIHOMOYEHHOTO JiepXKaTeleM WM BIaJeNblieM pPerucTpalioHHOTO
YIAOCTOBEPEHHUsl JIEKaPCTBEHHOI'O IIpernapara i BETEPUHAPHOIO IIPUMEHEHHs, COOTBETCTBUS
JIEKapCTBEHHOT'O Ipernapara Jjsl BETEPUHAPHOTO NMPUMEHEHHUs] TpeOOBAHUSAM, YCTAaHOBIEHHBIM IIPH €ro
roCyJapCTBEHHOM pPErucTparuy.

3. BBox B rpaxmaHckuii o0opoT BBO3UMOro (mepemeriaemoro) B Poccuiickyro deneparuio
JIEKApCTBEHHOI'0 IIperapara Il BETEPUHAPHOIO NPUMEHEHUS OCYIIECTBIIIETCS IIPH HAJINYUU
3aKJIIOUYEHUS O COOTBETCTBHM TPOU3BOJAUTENSI JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM IPaBUII
Hannemameﬁ HpOHSBOI{CTBeHHOﬁ IMMPAKTUKH, BBIJAHHOTO YIOJHOMOYCHHBIM q)eﬂepaHI)HI)IM OpraHom
WCIIOJTHUTENBHOW BJIACTU JUISI TMPOU3BOJICTBEHHOW IUIOIIAJKM JIEKQPCTBEHHOrO Mpernapara s
BETEPUHAPHOTO MPUMEHEHH I, BBOJUMOTO B IPa’KIaHCKUN 000pOT.

4. JIuno, ymNOJIHOMOYEHHOE JIEpKaTelleM WM BIAAEIbLEM PETrUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 Tpernapara /s BETEPUHAPHOTO TMPUMEHEHUs, [JOJDKHO OBbITh aTTEeCTOBAHO B
YCTQHOBJICHHOM YITOJTHOMOYEHHBIM (pe/iepajbHbIM OPraHOM HCIOJIHUTENBHOW BIACTU MOPSAKE U UMETh
CTa)k pabOThl HE MeHee 4YeM MATh JIeT B 00JacTh MpPOU3BOJACTBA M (WMJIM) KOHTPOJS KadecTBa
JIEKapCTBEHHBIX CpeACTB JMOO0 B 007acTH MOHHUTOpUHTAa HPPEKTUBHOCTH U  0€30MacHOCTH
JIEKapCTBEHHBIX MPENapaToB JJisi BETEPUHAPHOIO TPUMEHEHHS, MPOBOAMMOIO JIep)KaTeleM WU
BIIQJIETIBLEM DPETUCTPALMOHHOTO YIOCTOBEPEHUs JIEKAPCTBEHHOI'O IIpernapaTta s BETEPUHAPHOTO
MIPUMEHEHHUS] TUOO YIOIHOMOYEHHBIM UMM FOPUINYECKUM JIMIIOM, BBICIIEE 00pa30BaHUE COOTBETCTBEHHO
10 OJIHOM W3 crenuaIbHOCTEN U (WJIM) OJHOMY M3 HAaIpaBJIeHUN MOJArOTOBKU: OMOJIOTHS, ONOTEXHOJIOT S,
BETEpUHApUS, BETEPUHAPHO-CAHUTApHAs OJKCHEPTH3a, KIMHUYECKas MEAWIIMHA, paJualiOHHas,
XUMHYeckas U Ouosjoruyeckas 3ammra, (apmanus, QyHIaMEHTadbHAas MEIUIMHA, XUMHYecKas
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TCXHOJIOT'UA, XUMMUS.

5. Iopsiok mpeAcTaBiIeHUs] B COOTBETCTBUU C 4YacTsIMU | M 2 HACTOSINENW CTaThU JOKYMEHTOB U
CBEJICHMI O JIEKAPCTBEHHBIX IpernapaTax /il BETEPUHAPHOTO MPUMEHEHHUs, BBOJUMBIX B I'pakIaHCKUN
obopoT, ycranaBnuaercs [IpaBurenscTBoM Poccuiickoit denepanuu.

6. B oTHomeHuM mNEpBBIX JABYX CEpUM JIEKAPCTBEHHOI'O IIpenapara Uil BETEPUHAPHOTO
IIPUMEHEHHUsI, BIIEPBBIE IpOM3BeAeHHOro B Poccuiickon @Penepauuy WIH BIEPBbIE BBO3UMOIO
(nepememaemoro) B Poccuiickyto ®eneparnuto, B deaepaqbHbIi OpraH HCIOTHUTEIBHOW BIIACTH,
OCYIIECTBISIONIMNA (PYHKIUHU 1O KOHTPOJIIO (Han30py) B cepe oOpalieHus JeKapCTBEHHBIX CPEACTB JIJIs
BETEPUHAPHOTO MIPUMEHEHUs, HAPSALY C JOKYMEHTaMH, IPEIyCMOTPEHHBIMU YacTsMu | U 2 HacTosIen
CTaTbM, NPEJCTABIISIIOTCS IPOTOKOJBI MCIBITAHUM O COOTBETCTBUM 3THUX CEPHUIl JIEKapCTBEHHOI'O
rpenapara Jjsi BETepUHAPHOTO IPUMEHEHUs MMOKa3aTeNsIM KauecTBa, MPEAyCMOTPEHHBIM HOPMAaTHBHBIM
JOKYMEHTOM (Z1ajiee - MPOTOKOJ HUCIBITAaHUM), NMPOBOJUMBIX aKKPEIUTOBAHHBIMU B COOTBETCTBUM C
3aKkoHOAaTenbCcTBOM Poccuiickoit @enepanyin 00 aKKpeAWTAallMd B  HAlMOHAIBHOM  CHUCTEME
AKKpEAUTAIMH UCTIBITATEIbHBIMU JIA00PATOPUSMU (LIEHTPAMHM).

7. Exeronno He mo3aHee 1 ¢eBpans MpOU3BOIUTENN JIEKAPCTBEHHBIX CPEICTB WM OpPraHU3alUH,
OCYIIECTBISIONINE BBO3 (MIEpEMEIEHIE) JIEKApCTBEHHBIX MTPENapaToB AJsl BETEPUHAPHOTO IPUMEHEHHS B
Poccuiickyto @enepanuio, NpeACTaBIAOT B ¢eAepalbHbIi  OpraH HCIOJIHUTEIBFHOM  BIACTH,
OCYIIECCTBISIONUH (DYHKIIMH IO KOHTPOITIO (HAaI30py) B cdepe oOpaiieHus JISKapCTBEHHBIX CPEICTB JIIs
BETEPUHAPHOTO MPUMEHEHUSI, TPOTOKOJ HCIBITAHUN MOCTYNHBILETO B TEYEHHE T0Ja B TPaKTAHCKHI
000pOT JIEKAPCTBEHHOTO Mperapara sl BETEPUHAPHOTO MPUMEHEHUSI KOHKPETHOTO TPOM3BOIUTENS (HA
OJTHY CEpUI0 KaXJ0ro TOProBOr0 HAMMEHOBAHUS C YYETOM JIEeKapCTBEHHOW (GopMbl, a JuIsd
JIEKapCTBEHHOTO mpernapara TSt BETEPUHAPHOTO IPUMEHEHHUS, HE SIBIISTIOIIIETOCS
UMMYHOOMOJIOTHUECKUM, TaKXXe C Yy4eTOM JIO3UPOBKH), MPOBOJUMBIX aKKPEIAWTOBAHHBIMU B
COOTBETCTBUHM C 3aKoHojarenbcTBOM Poccuiickoii ®enepanuu 00 akKpeauTalMM B HaIMOHAJIbHOU
CHCTEME aKKPEIUTALUU UCIIBITaTeIbHBIMU JTA00PATOPUAMHU (LIEHTPAMHU).

8. BBoxg B rpaxmaHckuii 000OpPOT HMMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TIpemnapara s
BETEpUHAPHOTO TNpPHUMEHEHUus, MnpousBeAeHHoro B Poccuiickoit ®enepanuu Wi BBO3UMOIO
(mepememiaemoro) B Poccuiickyro denepalinio, OCyIIECTBISIETCS HA OCHOBAHUU Pa3pPEIICHUs, BBITAHHOTO
(benepanbHBIM OPraHOM UCHOTHUTENBHON BIACTH, OCYIIECTBISIONNM (QYHKIIUU 110 KOHTPOIIO (HAA30DY)
B cepe oOpareHus JIeKapCTBEHHBIX CPEACTB JJIsi BETEPUHAPHOTO MPUMEHEHHUsI. YKa3aHHOE pa3pelieHne
BBIJJAETCSI HA OCHOBAHUM IPOTOKOJA MCHBITAHUM, MTPOBOJIUMBIX AKKPEIUTOBAHHBIMH B COOTBETCTBHUU C
3aKOHOMATeNbCTBOM  Poccuiickoii  ®Denepanmu 00 aKKpeauTallid B HAIMOHAIBHOW  CHUCTEME
aKKpeIUTAIlMU OPTaHU3aIUsIMH, MTOABEIOMCTBEHHBIMU (heJiepaTbHOMY OpPTaHy HCIIOTHUTEIHLHOW BIACTH,
OCyIIECTBISIONIEMY (GYHKIUU IO BBIPaOOTKE TIOCYNAapCTBEHHOM MOJIMTUKH W HOPMATHBHO-IIPABOBOMY
pEryIupOBaHUI0 B cdepe arpornpoOMBIIICHHOTO KOMIUIEKCa, BKJIOYas oOpalleHue IeKapCTBEHHBIX
CPEICTB IJIsl BETEPUHAPHOTO NPHUMEHEHUs, WU (QenepalibHOMY OpraHy HCIIOJIHUTEIbHOW BJIACTH,
OCYHIECTBISIONIEMY (DYHKIIMH 110 KOHTPOIIO (HAA30pY) B chepe oOpalieHus JIeKapCTBEHHBIX CPEICTB s
BETCPUHAPHOI'O NMPUMCEHCHHUA, a TAKXKEC JOKYMCHTOB U CBe)IeHHﬁ, npeaAyCMOTPECHHBIX YaCThIO 1 ()IJ'ISI
MpemnapaToB, Mpou3BeNeHHbIX B Poccuiickoit denepanuu) Wik 4acThio 2 (IJs MpenaparoB, BBO3UMBIX
(mepememaembix) B Poccuiickyro denepariio) HaCTOSIIEH CTaThH.

0. CpOK BbLJAYH1 Ppa3pCUICHU, YKA3aHHOI'O B YaCTU 8 HaCTOSIIEH CTaTbH, COCTABJIACT IIATH pa6oq1/1x
IHEH Co AHA OpCACTAaBICHHUA IMPOU3BOAUTCIIEM JICKAPCTBEHHBIX CPCIACTB WA opraHmauI/Ieﬁ,
OCYH_[CCTBJ'IHIOH.ICI‘;I BBO3 (HepCMeIJ_IeHI/IC) JICKApCTBCHHOTI'O IMpeliapaTa JJI1 BETCPUHAPHOI'O MPUMCHCHUA B
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(c u3m. n pgon., BCTyN....

Poccuiickyro @eaepanuio, B penepaibHbIi opraH UCIOJIHUTEIBHON BIACTH, OCYIIECTBIISIONTUN (DYHKITIH
0 KOHTPOJITIO (HAaa30py) B cepe oOpalieHus JICKApCTBEHHBIX CPEJICTB ISl BETCPUHAPHOTO MPUMEHECHHS,
JIOKYMEHTOB, NMPEAYCMOTPEHHBIX YaCThIO § HACTOSIIEH CTaThH.

10. Pa3pemienue, ykazaHHOE B YacTH 8 HACTOSALIEH CTAaThbU, BBIIAETCS B OTHOIICHUU KaXKIOW U3
IEepBbIX JIBYX Cepuil HMMMYHOOMOJIOTMYECKOIO JIEKApCTBEHHOIO Ipernapara s BETEPUHAPHOIO
IIPUMEHEHHUsI, BIIEpBBIE IpOM3BeAeHHOro B Poccuiickon @Penepauyy WIM BIEPBbIE BBO3UMOIO
(nepememaemoro) B Poccuiickyro @enepanuio. Takoe pa3pelrieHre BbIaeTCsl Ha BECh CPOK 0OpallleHust
CepuM HMMYHOOMOJIOTHUECKOTO JIEKAPCTBEHHOTO TIpenapaTta s BETEPUHAPHOTO NPHUMEHEHHS, B
OTHOIIEHHH KOTOPOM OHO BBAAHO. B OTHOWIEHMM NOCIEAYIOIUX CEpUH OJHOIO TOPrOBOIO
HaMMEHOBAaHMSI UMMYHOOMOJIOIMYECKOI0 JIEKAPCTBEHHOrO Mpernapara Jyisi BETEpUHAPHOTO MPHUMEHEHUS,
npousBerieHHoro B Poccuiickoit ®exepauuu win BBo3uMoro (mepemeuniaemoro) B Poccuiickyro
denepannio, TAKOE pa3pelieHNue BIIACTCS CPOKOM Ha Tpu roja. Ilopsok Beljaun pa3penmieHus Ha BBOJ B
IpaXJaHCKH 000pOT HMMMYHOOHOJIOIMYECKOIO JIEKAPCTBEHHOI'O Ipernapara i BETEPUHAPHOIO
MIPUMEHEHHUS, MOPSA0K BBIJAYM MPOTOKOJA MCHBITAHWM, YKA3aHHBIX B YacTH 8 HACTOALIEH cTaThu, a
TaK)K€ METOJMKA ONPENCIICHUs pPa3MEpOB IUIAThl 3a BbIJAa4y YKA3aHHOIO IPOTOKOJA WCIBITAaHUU
ycraHasiuBaercs [IpasurensctBom Poccniickoint ®enepanun.

11. HMmmyHOOHMOJOrMYECKUE JIEKAPCTBEHHBbIE IpenapaTbl Uil BETEPUHAPHOIO IPUMEHEHUS,
BBEJICHHbIE B TPAXIAHCKHA OOOPOT B COOTBETCTBHM C YACThIO 8 HACTOALICH CTAaThH, IOIJIEKAT
XpaHEHHIO, NEepPeBO3KEe, OTIYCKY, pealu3aluM, Mepeaaye, MPUMEHEHHIO [0 MCTEUYEHHUs CpoKa HX
TOJTHOCTH.

12. 3a HempencTaBleHHWE WM HECBOEBPEMEHHOE NIPEICTABICHHUE JIOKYMEHTOB M CBEACHHH,
MIPEeyCMOTPEHHBIX YacTaMu | - 3, 6 u 7 HacTosIIel cTaTbu, IPOU3BOAUTENN JIEKAPCTBEHHBIX CPENICTB U
OpraHu3aliM, OCYIIECTBISAIONINE BBO3 (TIepeMElIeHNE) JeKapCTBEHHbIX MpenapaToB JijIsl BETEPUHAPHOTO
npuMeHeHus B Pocculickyro @enepannio, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU € 3aKOHOIaTEILCTBOM
Poccuiickoit denepanun.

13. [IpencraBieHne JOKYMEHTOB U CBEICHUMN, MPEAYCMOTPEHHBIX yacTsmMu 1 - 3, 6 u 7 Hacrosmien
CTaThbU, M TIOJIyY€HHE pa3pelIeHus, YKa3aHHOTO B YacTH & HAcTosIed cTaThbu, HE TpeOyIoTCcs B
OTHOILIEHUHN JIEKAPCTBEHHBIX NPENapaToB JUIsi BETEPUHAPHOTO IPUMEHEHHUs, INPEIHA3HAYEHHBIX IS
BbIBO3a M3 Pocculickonn ®denepanuu, NPOBEICHUA TOKIMHUYECKUX HCCIECNOBAHUM JIEKAPCTBEHHBIX
CPEICTB, KIMHUYECKUX HCCIEAOBAHUM JIEKAPCTBEHHBIX IIPENApATOB I BETEPUHAPHOIO NMPUMEHEHUS U
BBO3a JUIS 1I€JIeH, YKa3aHHBIX B IMyHKTE 5 yacTu 1 ctathu 50 HacTosAmero denepalbHOTO 3aKOHA, a TAKXKE
0o0pa3loB JIEKaPCTBEHHBIX IIPENapaTtoB js BETEPUHAPHOIO TPUMEHEHHs, MpeIHa3HAaYeHHbIX IS
MIPOBEACHUSA DKCIEPTU3bl JICKAPCTBEHHBIX CPEACTB B ILENSAX OCYILIECTBICHUS TIOCYJapCTBEHHOU
PEruCTpalvy JEKaPCTBEHHBIX IPENapaToB Il BETEPUHAPHOTO PUMEHEHHS UM BHECEHUSI N3MEHEHUN B
PEruCTPallMOHHOE J0ChE HA JIEKAPCTBEHHBIN IIpenapar Juisi BETEPUHAPHOIO IIPUMEHEHHS.

Cratba 53. Mpoaaxa, nepeaaya fekapcTBeHHbIX CPeACTB OpraHM3auussMu onToBOWM
TOProBnyx NeKapcTBeHHbIMU CpeaACcTBaMM

1. Opraauzanuy ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMHU CPEJICTBAMH MOTYT OCYIIECTBIISATH MPOJAKY
JICKapCTBEHHBIX CPEACTB WM IepelaBaTb UX B YCTAHOBJIEHHOM 3aKOHOJATENBCTBOM Poccuiickoit
®denepanuu nopsake (3a UCKIOYEHUEM (papMalieBTHUECKON CyOCTaHIIMM CHHUPTa 3TUIOBOTO (3TaHOJA) C
yueToM TpeOoBaHM 4acTu 3 HACTOSIIEH CTaThH:
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(B pen. @enepanbHbiX 3ak0oHOB OT 27.12.2019 N 481-D3, ot 04.08.2023 N 428-D3)
1) npyrum opraHu3anusiM ONTOBON TOPTOBIIH JIEKAPCTBEHHBIMU CPEICTBAMU,
2) IpOU3BOIUTEIISAM JIEKAPCTBEHHBIX CPEJICTB AJIS LeJIel MPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB;
3) anTeYHbIM OpPraHU3alUsIM U BETEPUHAPHBIM allTEUHbIM OpraHU3ALMIM;

4) Hay4YHBIM OpTaHM3AIMSM JIJIsl HAyYHO-UCCIIEI0BATEIILCKOM PadOTHI;
(B pen. @enepansroro 3akona ot 30.01.2024 N 1-D3)

5) WHAWBUAYAJbHBIM MPCAIPUHUMATCIIAM, HWMCHOIIUM JIMOCH3UIO Ha (bapMaI_[CBTI/I‘IGCKYIO
ACATCIIbHOCTD WJIN JIMICH3HUIO HA MCIUIUHCKYIO ACATCIbHOCTD,

6) MEAUIIMHCKUM OPTraHU3alMsIM, B TOM YHCIIE CO3/IaHHBIM U 3apPETUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEJIIbCTBOM HWHOCTPAHHOrO TocydapctBa - uieHa OpraHu3alid  SKOHOMUYECKOTO
COTpyAHMYECTBA W  PAa3BUTHS  WHOCTPAHHBIM  IOPUIMYECKUM  JIMIAM,  WHIUBUIYAJIbHBIM
MpEANPUHUMATEIISIM, SBIISIONIMMCSI YYaCTHUKAMU MPOEKTa B COOTBETCTBUU ¢ DejiepanbHBIM 3aKOHOM OT
29 urons 2015 roga N 160-®@3 "O mexyHApOJHOM MEAMIIMHCKOM KJIACTEPE M BHECEHUU U3MEHEHUH B
OTJIeNIbHbIE 3aKOHOIaTeNbHbIE aKThl Poccuiickoil @enepanun’, 1 BEeTEpUHAPHBIM OpPraHU3alysIM;
(B pen. @enepanbHbIX 3aKOHOB OT 26.07.2019 N 240-D3, ot 04.08.2023 N 428-D3)

7) opraHu3anusIM W WHANBUAYAIBHBIM MPEANMPUHUMATEISAM, OCYIIECTBISIFOIINM pPa3BEICHHE,
BBIpAlIUBAHUE U COJIEpP)KaHUWE JKUBOTHBIX (32 WCKIIOYEHHEM TMPOJaXu UM (dapMaleBTUYECKUX
CyOCTaHIIMI WTH UX TIepeiadn).

(m. 7 B pea. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHu3anuy OMNTOBOM TOPTOBIHM JICKAPCTBEHHBIMH CpPEICTBAMH HE BIIPABE OCYIIECTBIATH
npopaxy (mepegadyy B YCTaHOBJIEHHOM 3aKoHoAaTenbcTBOM Poccuiickoit denepanuu  mopsjke)
(hapMareBTHUECKOM CyOCTaHIIMU CIIUPTA STUIIOBOTO (3TaHOA).

(uactb 2 B pen. @enepanbHoro 3akoHa oT 27.12.2019 N 481-D3)

3. Opranu3zaiuu OnToBOW TOPTOBJIH JICKAPCTBCHHBIMU CPEACTBAMH MOTYT OCYIIECTBIISATH MPOJAKY
(mepemgauy B YCTAaHOBIIEHHOM 3aKOHOJATENbcTBOM Poccuiickoit denepariui mopsiake) JeKapcTBEHHOTO
mpermapaTa Jiii MEIUIMHCKOTO TMPHUMEHEHUS C MEXKIyHapOJHBIM HEMAaTeHTOBAHHBIM HAaWMEHOBAHHEM
"Oragon":

1) 1OpuauYecKuM JIHMIIAM, WUMEIOIINM JIUIEH3UI0 Ha (DapMaleBTHYECKYIO NESITEIbHOCTh B cdepe
oOparlieHus JIeKapCTBEHHBIX CPEJCTB AJISl MEAUIIMHCKOTO TPUMEHEHNUS,

2) UVHOUBUAYAJIbHBIM MpPEINPUHUMATENISM, HMEIOIIUM JUIEH3UI0 Ha (apMaleBTHYECKYIO
JeSITeIbHOCTD B chepe 0OpalleHus IEKapCTBEHHBIX CPEJCTB I MEAULIMHCKOTO TPUMEHEHHUS;

3) HHIWBUIYAJIbHBIM MMPEANTPHUHUMATEIIAM, UMCIOIIUM JIMOCH3UIO HA MCIUITUHCKYIO ACATCIIBHOCTD,
4) OPUINYICCKUM JIMIaM, UMCIOIHUM JIMICH3UIO Ha MCAUIIMHCKYIO JCATCIIBHOCTD,

5) HHOCTPAaHHBIM HOPUIWYCCKHUM JIMIAM W WHAWBUAYAJIBHBIM HNPCANPUHUMATECIAM, CO3JaHHBIM H
3apCruCTPpUPOBAHHBIM B COOTBCTCTBHU C 3aKOHOAATCIBCTBOM HWHOCTPAHHOI'O TIOCyJAapCTBa - YICHA
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OpraHu3anuy SKOHOMHYECKOTO COTPYAHUYECTBA W PAa3BHUTHUS, SBISIOMIMMCS YYaCTHHKaMH IPOEKTa B
cootBeTcTBUM ¢ DenepanbHbiM 3akoHOM 0T 29 wutoHs 2015 roma N 160-®3 "O mexayHapogHOM
MEIUIIMHCKOM KJIacTepe M BHECEHHHM W3MEHEHHH B OTIENbHBIC 3aKOHOJATEIbHbIE aKkThl Poccuiickoit
Oenepanun";

6) WCHBITaTeIbHBIM JlabopaTopusiM (IIEHTpaM), MPOBOIAIIMM HCHBITAHHS B 0OJACTH KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJCTB, AaKKPEIUTOBAHHBIM B COOTBETCTBUM C 3aKOHOJATEIHLCTBOM
Poccutickoit deneparuu 00 akKpeIUTAIMK B HAITMOHAJILHON CUCTEME aKKPEIUTAIINH.

(uactp 3 BBeneHa OenepanbHbIM 3aKk0HOM OT 04.08.2023 N 428-D3)

CraTtbsa 54. NMpaBuna onToBOW TOProBiM fieKapCTBeHHbIMU CpeaAcTBamMm

1. OmnroBas TOProBisi JEKAPCTBEHHBIMU CPEICTBAMHU OCYIIECTBISETCS IPOU3BOJUTEISIMU
JIEKapCTBEHHBIX CPEICTB W OPraHMU3alMsIMM ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CPEACTBAMM 11O
IpaBWwiIaM Hajajexaleil TucTpuObIOTOPCKON MPAKTUKH, YTBEPKIACHHBbIM EBpazuiickoil SJKOHOMHUYECKOU
KOMHUCCHEH, W TMpaBUiaM XpPaHEHUS JIEKAPCTBEHHBIX CPEACTB, YTBEP)KIECHHBIM YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCTIOJIHUTEILHON BIIACTH.

(uactb 1 B pen. denepanpuoro 3akoHa ot 30.01.2024 N 1-D3)

2. Opra#m3anys ONTOBOH TOPTOBIM JICKAPCTBEHHBIMH CPEICTBAMH 00s3aHa  COOJIONATH
npeieIbHbIe CPOKU OTIPY3KH 3aTPeOOBaHHBIX alITEYHONM OpraHu3aliel JeKapCTBEHHBIX NMpenapaToB s
MEIUIMHCKOTO TPUMEHEHHS W HE BIIPaBE OTKA3bIBaTh AalTEYHOW OpPraHM3alluh, C KOTOPOH y Hee
3aKJIFOUYEH COOTBETCTBYIOUIMU JIOTOBOP O IMOCTaBKax JIEKAPCTBEHHBIX MpPENapaToB ISl MEIUIIMHCKOTO
MPUMEHEHHS, B ITOCTAaBKE JICKAPCTBEHHBIX IMPENapaToB JJIsl MEAMIIMHCKOTO MPUMEHEHHS NPU HAJTMYUU
3aTpe0OBAHHBIX JIEKAPCTBEHHBIX MPENapaToB A MEIUIIMHCKOIO NPUMEHEHUs y OpraHu3allii ONTOBOM
TOPTOBJIM JIEKAPCTBEHHBIMU cpencTBaMu. [IpenenbHbie CPOKH OTrpy3KH 3aTpeOOBaHHBIX alTeYHOU
OpraHu3anyell JeKapCTBEHHBIX MpenapaToB Uil MEIUIIMHCKOTO MPUMEHEHUS B 3aBHUCHUMOCTH OT
pacIioyIoKEHUs] MeCTa OTIPY3KH JIEKAPCTBEHHBIX TMPEMapaToB Il METUIIMHCKOTO TPUMEHEHUS
yCTaHaBJIMBAIOTCS YIIOJTHOMOYEHHBIM (he/iepaibHbIM OPraHOM MCIIOJIHUTENBHOM BIACTH.

(uactsb 2 BBeneHa denepanbHbIM 3aKk0HOM 0T 26.03.2022 N 64-D3)

CraTtba 55. MopsaaoK pO3HMYHOM TOProBIN NeKapCTBEHHbIMU NpenaparaMmu

1. Po3HuuHasg TOProBisl JIEKapCTBEHHBIMU IpenaparaMd B KOJUYECTBAX, HEOOXOIMMBIX s
BBINOJIHEHUST BpaueOHbIX ((enpaAmepckux) Ha3HAYEHWH WM Ha3HAYeHUH CIEHUaTUCTOB B 00JacTH
BETEpUHAPUH,  OCYIIECTBIISIETCS  AlTEYHBIMM  OPraHHU3alUsMH, BETEPUHAPHBIMH  aNTEYHBIMH
OpraHu3alysIMU, UHIUBUYyAIbHBIMA  MPEIIPUHUMATEISAMU, UMEOIIMMHU  JIMIEH3UIO  Ha
(hapMalleBTUUECKYI0 JAESITeNbHOCTb, MEIUIIMHCKUMHU OpraHu3alMsIMH, HMEIOIMMHU JIMLIEH3UI0 Ha
(bapMaIeBTUYECKYIO JESTeIbHOCTh, U MX O00OCOOJEHHBIMH MOJPA3/EICHUSIMH, PACIOIIOKEHHBIMH B
CEJIbCKUX HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT ANTEYHbIE OPraHU3aLNH, U BETEPUHAPHBIMU
OpraHu3alMsIMM, UMEIOIIMMHU JIMIIEH3UI0 Ha (apMaleBTUYECKYIO JesITeIbHOCTh. PaszpenieHa po3HUYHAs
TOPrOBJISl TOJBKO JIEKAPCTBEHHBIMH IIperapaTaMH, 3aperncTpupoBaHHbIMH B Pocculickon @enepannu
1100 B COOTBETCTBHU C aKTaMH, COCTaBIAOMUMH IpaBo Coro3a, WIM HM3TOTOBJIEHHBIMH aNTEYHBIMU
OpraHu3alMIMH, BETEPUHAPHBIMHU anTEeYHBIMA OpraHu3alMsIMH, VHIUBU1YaJIbHBIMHU
OpEeINpUHUMATEISIMYA, HUMEIOIUMH JIMIEH3HI0 Ha (apMaleBTUUECKyIO JesTelbHOCTh. Po3HMYHAs
TOProBisl JIEKAPCTBEHHBIMM IIpeNapaTaMd OCYLIECTBISETCA 10 IPaBWIAM HaJIEkKANIeH anTeyHOu
MPAKTUKH, YTBEP>KACHHBIM YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM HCIIOJHUTENHON BIACTH.
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(B pen. ®enepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-®3, ot 30.01.2024 N
1-®3, ot 08.08.2024 N 323-D3)

1.1. Po3HuyHasi TOPromisl JIEKapCTBEHHBIMU MperaparaMy i MEAUIIMHCKOro MpUMEHEeHHs (3a
HCKJIIOYEHHEM JICKapCTBEHHBIX MpPEnaparoB, OTIYCKAEMbIX MO PELEeNnTy Ha JEKapCTBEHHBIN Ipemnapar,
HapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaTOB U MCUXOTPOIHBIX JEKAPCTBEHHBIX IPENapaToB, a TaKKe
CIUPTOCOJIEPIKAIIMNX JICKAPCTBEHHBIX IMpEnapaTroB ¢ OOBEMHOW [0JIed STWJIOBOTO CHHpPTA CBBIIME 25
MIPOLIEHTOB) MOXET OCYUIECTBIATHCA aNTEYHBIMU OPraHU3AlMSIMH  JIUCTAHIIMOHHBIM  CIIOCOOOM.
Po3Huunyto  TOpProBii0  JIEKAPCTBEHHBIMU  Ipenaparamud IS MEIUIMHCKOTO  NPUMEHEHUSs
JUCTAHIIMOHHBIM CIOCOOOM MOTYT OCYIIECTBJISITh aNTeUHble OpPraHU3alld, UMEIONIME JUIEH3UI0 Ha
(bapMareBTHYECKYI0 JCATEIbHOCTh M  COOTBETCTBYIOIIEE paspemieHne (eaepaqpHOro  OopraHa
WCIIOJIHUTENBHON BJIACTH, OCYIIECTBISIONIET0 (QYHKIMM IO KOHTPOJIK U Hau3opy B cdepe
3apaBooxpaHeHus. [lopsgok BbauM  pa3pelieHUs] Ha  OCYUIECTBICHHE PO3HUYHOM  TOPTOBIIM
JIEKapCTBEHHBIMU TpenapaTaMu ITUCTAaHIIMOHHBIM CIIOCOOOM, TpeOOBaHUS K aNTEUHBIM OpraHu3allusM,
KOTOpPBIE MOTYT OCYILUECTBJISITh TAKYI0 TOPIOBIIO, U MOPSAJOK €€ OCYIIECTBJIECHUSA, a TAKXKE IpaBuia
JIOCTAaBKU JIEKAPCTBEHHBIX IpENapaToB rpaxaaHaMm ycraHaBiuBaroTcs IIpaBurenscTtBoM Poccuiickoi
Oenepanun. Uadopmanus 06 oruradeHHBIX (OTHMYIICHHBIX) U MOJYYEHHBIX JICKAPCTBEHHBIX IperapaTax
BHOCUTCS B CHCTEMY MOHUTOPHHIA JBWKECHUS JIEKAPCTBEHHBIX NPENapaTroB JUisl MEAUIIMHCKOIO
MIPUMEHEHHUS B MOPSIKE, TPEAYCMOTPEHHOM 4acThio 7 cTaThu 67 HacTosmiero deaepaabHOTO 3aKOHA.
(uactsb 1.1 BBenena @enepanbubiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buael anTeuHBIX OpraHu3aludidi W TpaBWIa OTIyCKa JICKAPCTBEHHBIX IIPEMapaTtoB IS
MEJIUIIUHCKOTO TIPUMECHEHHUSI alTEeYHbIMH OPTaHU3alMsIMU, WHIUBHUIYaIbHBIMH PEIIPUHUMATEISMY,
MMEIOIITUMH JINIIEH3UIO Ha (hapMarleBTHUSCKYIO JACATEILHOCTD, & TAKXKE IMPaBUjIa OTITyCKa JIEKAPCTBEHHBIX
MpernapaToB Ui MEAUIIMHCKOTO MPUMEHEHUS MEIUIIMHCKUMH OpPTaHHU3aIUsaMH, UMEIOIUMU JTUICH3UIO
Ha (apMaIEeBTHUYECKYIO JICATCIBLHOCTh, M UX 000COOJCHHBIMH TOJAPA3/ICIICHUSIMHU, PACIIOIOKCHHBIMH B
CEeNIbCKMX HACENIEHHBIX IYHKTAaX, B KOTOPBIX OTCYTCTBYIOT alT€YHbIE OPTraHMU3AINH, YTBEPKAAOTCS
YIOJTHOMOYCHHBIM (heIepaTbHBIM OPTaHOM HCIIOTHUTEILHOW BIIACTH.

(B pen. @enepanbHbIX 3aKOHOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. [IpaBmiia oTmycka HaApKOTHUECKUX CPEJCTB M ICUXOTPOIHBIX BEIIECTB, 3apErMCTPUPOBAHHBIX B
Ka4yecTBE JIEKAPCTBEHHBIX IpEnapaToB, JEKApCTBEHHBIX IPENaparoB, COJEpXKAIIUX HApPKOTHUYECKUE
CpEeICTBA M IICUXOTPOIHBIE BEUIECTBA, YTBEPXKJIAIOTCA YIOJHOMOYEHHBIM (efepalbHbIM OpraHOM
UCTIOJHUTENBHOM BJIACTH IO COTJACOBaHHMIO C (pelepanbHbIM OpraHOM HCIOJHUTENIBHOW BIACTH,
YIOJHOMOYEHHBIM B C()epe BHYTPEHHUX JIEN.

(B pen. denepanbhoro 3akona ot 03.07.2016 N 305-03)

4. JlexapCcTBEHHbIE @Ipenaparsbl JUIsi BETEPUHAPHOTO IPUMEHEHHs MOJUIeXAT  OTIIYCKY
BETEpUHAPHBIMU AaNTEYHBIMH OPTraHU3ALUSAMH, BETEPUHAPHBIMU OpraHU3AlMsIMH, HHIUBUAYATIbHBIMU
NpeAIpUHUMATCIIAMA, HWMCIOIIMMU JIMICH3WUIO Ha q)apMaHeBTI/I‘-IeCKYIO JCATCIIbHOCTD. OTHYCK
JIEKapCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO NPUMEHEHHUS OCYLIECTBISETCS B COOTBETCTBHU C
ImpaBHUJIaMH Ha)memamef/i anTeYHON IPaKTUKH JICKAPCTBCHHBIX IIPEIapaTroB ajid BETCPHUHAPHOTO
MPUMEHEHHMS], YTBEP>KACHHBIMU YIIOJIHOMOYEHHBIM (e/iepaIbHbIM OPraHOM HCIIOJIHUTEILHON BIACTH.

(B pen. ®exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. HCpC‘ICHB MCAUIIMHCKUX OpFaHI/I3aHI/Iﬁ, UMCIOIIMUX JIMOCH3HWIO Ha (I)apMaI_[eBTI/I‘-IeCKYIO
JACATCIBbHOCTD, U UX 000CO0JIEHHBIX nonpasz(eneHHﬁ, PacCIoJIOKCHHBIX B CCIIBCKUX HACCIICHHBIX ITYHKTAXx,
B KOTOPBIX OTCYTCTBYIOT AaIlITCYHLIC OpraHU3allMH, a TAKXE ICPCUCHb JICKAPCTBCHHBIX IIPCIapaTos,
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(c u3m. n pgon., BCTyN....

MpoJaka KOTOPBIX MOXKET OCYIIECTBISATHCS YKa3aHHbIMU OpraHU3alus MU U HUX 000COOJIEHHBIMU
MOJIPA3JICICHUSIMU,  YCTAHABIMBAIOTCS  WCIOJTHHUTEIBHBIMH  OpraHamMu  CcyOwnekToB  Poccuiickoii
denepanuu.

(B pen. denepanbubix 3akoHOB OoT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-®3, ot 08.08.2024 N
232-®3, ot 08.08.2024 N 323-D3)

6. AnreuyHble OpraHu3allid, WHIUBUAYaJbHBIC IPEANPUHUMATENN, HMEIOUIME JIMIEH3UI0 Ha
(bapManeBTUYECKYI0  JIeSTEIbHOCTb, 00s3aHbl  OOecleunBaTh  yTBEpKACHHBbIM [IpaBUTEnbCTBOM
Poccuiickoit @enepannu 1 GOpMHUPYEMBIH B YCTAHOBICHHOM MM TOPSIKE MUHUMAIbHBIH aCCOPTUMEHT
JIEKapCTBEHHBIX IIPENapaToB, HEOOXOIUMBIX JUI OKa3aHHUsI MEAMLIMHCKOW OMOIIH.

(uactsb 6 B pen. enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnrteuHble OpraHM3aliM, WHIUBHIyalbHbIE NPEANPUHUMATEIH, WMCIOUINE JHICH3HI0 Ha
(bapManeBTHYECKYI0 JICATENBHOCTh, HAapsAQy C JIEKAPCTBEHHBIMH IMIperaparaMH HMEIT IPaBo
npuoOpeTaTh M TpOJaBaTh, B TOM 4YHCJIE JAUCTAHIIMOHHBIM CIIOCOOOM, MEIMIMHCKHE H3JeIus,
Ne3UH(PHUIMPYIONIME CPECTBA, MPEAMEThl M CPEICTBA JIMYHON TUTHEHBI, MOCYIy IUISI MEIUIIMHCKHX
LeJIeH, IpeIMETHI U CPEACTBA, MTPeJHa3HAaYeHHbIE /Ul YX0/a 32 OOJILHBIMH, HOBOPOXK/ICHHBIMU U JIETbMH,
HE JOCTHTIIMMHU BO3pacTa TpeX JIET, OYKOBYIO ONTHUKY M CPEICTBA yXOJa 3a Hei, MUHEpaIbHbIE BOIbI,
IOPOXYKTHI JI€4e0HOTO, JETCKOr0 W JUETUYEeCKOrO IIMTaHMs, OHOJIOTMYECKH aKTHBHBIC J100aBKH,
napdroMepHble M1 KOCMETHYECKHE CPEICTBA, MEIUIIMHCKAE W CAHUTAPHO-IPOCBETUTENILHBIC MEYaTHBIC
W3/IaHus, IpeHAa3HAuCHHBIC TS IPOTIaraHabl 3[0pPOBOr0 00pa3a KH3HH.

(B pen. @enepanpHbix 3akoHOB OT 27.07.2010 N 192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-D3)

8. JlearenbHOCTh anTe4HbIX opraHu3zauuii Boopyxennoix Cun Poccuiickoit ®enepauuu, apyrux
BOMCK, BOMHCKUX (POPMHUPOBAaHUIl M OpPraHoOB, B KOTOPBIX 3aKOHOJATelbcTBOM Poccuiickoit ®enepanuu
MIPEyCMOTPEHO MPOXOXKIACHUE BOEHHOM CIyKObl WM (enepalbHON TOCYJIapCTBEHHOM CIIykOBbI,
CBSI3aHHOM C IPaBOOXPAaHUTENBHOM JEATEIBHOCTBIO, PETVIAMEHTUpYeTCs HacTosmuM dDenepaibHbIM
3aKOHOM UM YTBEP:KJIEHHBIMH COOTBETCTBYIOUIMMH (efepalbHbIMU OpraHaMU HCIIOJIHUTENbHON BIAacTH
nojioxkeHUsIMU. KOHTposib 3a COOJMIIOJeHHEM YyKa3aHHBIMHM AalTEYHbIMU OPraHU3aALUSAMHU TOJO0KEHUIH
Hacrosero denepaabHOr0 3aKOHa OCYILIECTBISETCA COOTBETCTBYIOIIMMHU (DelepalIbHBIMU OpraHaMu
VICIIOJIHUTEJILHOH BJIACTH.

(B pen. ®enepanbHoro 3akoHa ot 13.07.2015 N 262-03)

9. Vrpartun cuny c 1 suBaps 2021 rona. - ®enepanbsbiii 3akoH o1 03.04.2020 N 105-D3.

[Ipumeuanmue.
C 01.03.2026 ct. 55.1 yrpaunBaer cuiy (D3 ot 20.10.2022 N 405-D3).

Ctatba 55.1. MopsApok ocywecTBreHUss PO3HUYHOMW TOProBNU JeKapCTBEHHbIMU
npenapatamm and MeguMUUMHCKOro npumMeHeHusa, oTnyCckaembiMn nNoO peuenty Ha
neKkapcTBeHHbIN NpenapaTt, AMCTaHLUOHHbIM CNoco6oMm

(BBeneHa @enepanbHbIM 3ak0HOM OT 20.10.2022 N 405-D3)

1. B mepuon ¢ 1 mapra 2023 roma no 1 mapra 2026 roga B ropozae ¢enepaibHOro 3HAYEHUS
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(c u3m. n pgon., BCTyN....

Mockse, B benropoackoir 1 MockoBCKOH 00J1acTsX (1ajiee B HaCTOSIIEH CTaThe - CyOBeKThl Poccuiickoit
denepaniun) MpeayCMaTpUBACTCS MPOBEACHUE SKCIEPUMEHTA MO OCYIIECTBICHUIO PO3ZHUYHON TOPTOBIH
JIEKApCTBEHHBIMH TIpenaparamM Il MEAMIIMHCKOTO MPUMEHEHHUs, OTIYCKAaeMBIMH I10 pElEenTy Ha
JIEKApCTBEHHBIN Mpenapar, JMCTaHIUOHHBIM CIIOCOOOM (J1ajiee - SKCIIEPUMEHT).

2. B pamkax sKCIEpHMEHTa €ro y4acTHHUKH BIIpaBe JMCTAaHIIMOHHBIM CIIOCOOOM OCYIIECTBISTH
PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU IPEMapaTaMu JJIsi MEIUIIMHCKOTO MPUMEHEHHUSI, OTITYCKaeMbIMU
[0 PELEeNTy Ha JIEKapCTBEHHBIM mpemnapar (B TOM 4ucie cQOpMUPOBaHHOMY B (opMe 3IEKTPOHHOTO
JIOKyMEHTA B JIMYHOM KaOWHETe rpakJaHWHA HA €IMHOM IOpTajie U (WJIK) HAa PEerHOHAJIbHBIX MOpTaIax
rOCy/IapCTBEHHBIX U MYHULIUIAIBHBIX YCIIYT) U BKIIOUEHHBIMH B TIEpEeUYCHb JICKAPCTBEHHBIX IPENapaToB
1 (papMakoTepareBTUYECKUX TPYIII JIGKAPCTBEHHBIX MPEIApaToOB, Pa3pElICHHBIX K peall3alii B PaMKaxX
AKCIIEPUMEHTA, YTBEP KICHHBIM YIOJTHOMOYEHHBIM (heiepaabHBIM OpraHOM HCHOJHUTENBHOM BIAcTH (3a
HCKJIFOYEHUEM JIEKAPCTBEHHBIX IIPENApaToOB, COACPKAIINX HAPKOTHYECKHE CPEICTBA, ICUXOTPOIIHBIE
BEIIECTBA U HUX NPEKypCOpbl, JEKAPCTBEHHBIX IIPENapaToB, COAEPKALIMUX CHIbHOJEHCTBYIOIINE
BEIIECTBA,  paanodapMaleBTHYECKHX  JICKAPCTBEHHBIX  IPENaparoB,  HMMMYHOOHMOJIOTHYECKUX
JIEKApPCTBEHHBIX MPENApPaTOB, a TAKKE JEKAPCTBEHHBIX IPENapaToB, Uil KOTOPHIX B COOTBETCTBUU C
UHCTPYKLMEH IO NPHUMEHEHHUIO JIEKAPCTBEHHOI'O IIpernapaTa YCTAHOBJIEH TEMIEPATypHBI pPEeXUM
XpaHeHusi Hike 15 rpagycoB Llenbcusi, cnupTocoaepkalux JeKapCTBEHHBIX MpernapaToB ¢ 00bEeMHOM
JI0JIEll 3TWJIOBOTO CIHpTa CBbIIE 25 MPOLIEHTOB M JIEKApPCTBEHHBIX IIPENapaToB, H3rOTOBJIEHHBIX
anTeuyHbIMH  opraHu3anusMu).  Kpurepun  BKIIOYEHHsS  JIGKQpPCTBEHHBIX  MpemapaTtoB U
(bapMakoTeparneBTHIeCKUX TPy JIEKAPCTBEHHBIX MTPETapaToB B YKa3aHHBIN NIepEUYeHb YCTAaHABIUBAIOTCS
[IpaButensctBoM Poccuiickoit @eneparuu. [losoxkeHnss HacTOsAIIEH CTaTbU HE PacHpOCTPAHSIOTCS Ha
JIEKapCTBEHHbIE ITpeNapaThl, OTIYCKaeMbIe OECINIATHO WM CO CKUJKOM I'pa)<J1aHaM, UMEIOLUM [IpaBo Ha
obOecrieueHre JIEKapCTBEHHBIMU TIperaparaMd 3a CUYeT CpEACTB OMOKETHBIX AaCCUTHOBAHUU
(benepaibHOTO OrO/IKETA U OF0KETOB CYOBeKTOB Poccutickoii deneparu.

(B pen. denepanbHoro 3akoHa oT 30.01.2024 N 1-D3)

3. VYuacTHMKaMH DJKCHEpPUMEHTa  SBJSIIOTCS  YIOJHOMOYEHHBIH  (efepanbHbI  Oprax
UCTIOJHUTEJIBHOM  BJIACTH, YIOJHOMOYEHHBIE HCIOJHUTENIbHBIE OpraHbl CcyOBbekToB Poccuiickoit
®denepany, MEAUIIMHCKUE OPraHU3allid U alTeyHble OpraHU3allid, COOTBETCTBYIOLINE TPEOOBAaHUSM,
YCTaHOBJIEHHBIM B COOTBETCTBHH C YacTbIO 4 HACTOALIEH CTAThU.

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

4. TlonoxxeHue O MOPSAKE MPOBEACHHS IKCIEPUMEHTa, B TOM YMCIe TPEeOOBaHUSA K MEAUIIMHCKUM
OpraHM3alMsM M aNTeYHbIM OPTraHU3AIUsAM, SBISIOIIMMCS YYaCTHHUKAMH SKCIEPUMEHTA, MOPSI0K
OCYLIECTBJIEHUSI POZHUYHON TOPTOBIIM JIEKAPCTBEHHBIMU MperapaTaMu Al MEAUIIMHCKOTO TPUMEHEHUS,
OTIYCKAaEMBIMH TIO PEIENTy Ha JIEKAPCTBEHHBIA TMpemnapar, JUCTAHIIMOHHBIM CIIOCOO0M, TpeOOBaHHS K
JIOCTaBKE€ TaKUX JIGKAPCTBEHHBIX IMpenaparoB TrpaxkJaHaMm, TMpaBUa BbIJAYM pa3pelieHUs Ha
OCYIIIECTBJIEHNE PO3HUYHOW TOPTOBJIM JIEKAPCTBEHHBIMH MpenapaTaMu JJisl MEAUIIUHCKOTO MPUMEHEHNUS,
OTIyCKaeMBIMH TIO PEIEeNTy Ha JIEKapCTBEHHBIN Mpernapar, AUCTAHIIMOHHBIM CIIOCOOOM, yTBEPKAAeTCS
[IpaBurensctBoM Poccuiickoit ®denepanuu. TpeOoBaHUS K anTEYHBIM OPTAHHU3AIUSM, SBIISTFOITIMCS
y4aCTHUKaMU DJKCIEpUMEHTa, HE MOTYT OBITh HIKE TpeOOBaHUN, YCTAHOBICHHBIX K aNTEYHBIM
OpraHMu3alMsaIM B COOTBETCTBHHM C 4acThIO 1.1 cTtaThu 55 Hactosmero deaepanbHOro 3aKOHA.

5. YnonHoMoueHHBIH (enepaiabHbIil OpraH HCIOIHUTENBHOM BIACTH:

1) OCYHIECTBIIACT MCETOAUYCCKOC COIMPOBOXIACHUE OKCICPUMCHTA, BKJIIIOYaA METOJUYCCKOC
COMMPOBOKACHUC ACATCIILBHOCTU MCAUIIUHCKUX OpFaHI/I3aI_[I/II71 " allTCYHBIX OPT: aHI/I3aI_[I/II71, Y4aCTByrOmux B
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9KCHEPUMEHTE, 110 0(POPMIIEHHIO, UCIIOJIB30BAaHUIO U XPAaHEHUIO PELENTOB Ha JICKapCTBEHHBIH IIpenapar,
B TOM 4YHKCIIe COPMHUPOBAHHBIX B (POPME AIIEKTPOHHBIX JOKYMEHTOB;

2) mnpencraeinser B IlpaButenbctBo Poccuiickoit denepanu mpenBapuTeIbHBIN (B mepuoi
MPOBEACHUS SKCIEPUMEHTa, HO HE MO3JHEE YeM 3a JBa Mecsla JO HCTCUYCHHS CpOKa IMPOBEIACHUS
SKCIIEPUMEHTA) U UTOTOBBIN (IT0 OKOHYaHUH IKCIIEPUMEHTA, HO HE MO3JHEE YeM Yepes3 JIBa Mecsliia Mocie
HCTEUYEHUSI CPOKa TMPOBEJCHHUS SKCIEPUMEHTA) JAOKJIAAbl O Pe3yJibTaTax MPOBEJACHUS SKCIEPUMEHTA U
MIPEIJIOKEHUS] O BHECEHUU U3MEHEHHI B 3aKOHOJATENILCTBO 00 0OpallleHUH JIEKaPCTBEHHBIX CPEJICTB.

6. YII0JIHOMOYEHHBIN HCIIONHUTENbHBIN opran cyObekTa Poccuiickoit dexnepannu:
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

1) BripaBe yCTaHOBUTH OCOOEHHOCTHU IPOBEACHUSI SKCIIEPUMEHTA;

2) yTBepXKAAaeT MOPSAOK OTOOpa METUIIMHCKUX OpraHu3alluid W anTeUHbIX OpraHu3anuil Ais
y4acTHsi B SKCIEPUMEHTE, a TAKXKe IMPOBOJIUT TAaKOW OTOOp M YTBEPXKAACT IMEpPEeYeHb MEIUIIMHCKUX
OpraHu3alyii U MepeyeHb anTeUYHbIX OPraHU3aIlNi, COOTBETCTBYIOIIUX TPEOOBAHUSAM, YCTAHOBICHHBIM B
COOTBETCTBHUH C YaCThIO 4 HACTOSIIEH CTaThH, U SBJISIONIMXCS yUaCTHUKAMU YKCIIEPUMEHTA;

3) ocyuiecTBIss€T MOHUTOPHHI IPOBEIEHUSI HKCIEPUMEHTa U MPEACTaBISET €ro pe3yiabTaThl B
YIOJTHOMOYCHHBIN (pe/IepaIbHBIN OpraH UCTIOTHUTEILHOU BIIACTH;

4) obecneunBaeT HMH(POPMAIMOHHO-TEXHUYECKOE OOecleYeHUue MPOBEJIEHHUs 3KCIEpUMEHTa
MTOCPEACTBOM HCIOJIb30BaHUS TOCYJapPCTBEHHON MH(DOPMAIIMOHHONW CUCTEMBI B c(pepe 3ApaBOOXpaHEHUS
cyobekra Poccuiickoit @enepanuu v (WIKM) MEIULMHCKUX HH()OPMAIIMOHHBIX CHUCTEM MEAMIIMHCKUX
OpraHM3alyi, SBISIIOIIMXCS YYaCTHUKAMU OKCIIEPUMEHTa, M MX B3aUMOJCHCTBUS C €IUHOU
rocyJapcTBEeHHOI MH(OPMAIIMOHHON cUcTEMOH B cepe 31paBOOXpaHEHHs.

7. MeauuuHCKHE OpraHM3alMd W anTe4YHble OpPraHU3alMM BIIPABE OTKA3aThCS OT y4acTus B
SKCIIEPUMEHTE, MO/JaB B YIOJTHOMOYEHHBIN UCIOTHUTENbHBIN Oopran cyobekra Poccuiickoit @enepanmu
COOTBETCTBYIOIIIEE OOpallleHHe B MICbMEHHOM opMme.

(B pen. denepanbroro 3akoHa ot 08.08.2024 N 232-03)

8. AnTeuyHble OpPTaHU3AIMH, SBJISIONIMECS yYACTHUKAMH JKCIEpUMEHTa, O00s3aHBI MPHU MPOIAKE
JUCTAaHIIMOHHBIM CITIOCOOOM JIEKaPCTBEHHOT'O MpernapaTa A MEAUIIMHCKOTO MPUMEHEHHS, OTITYCKaeMOro
0 PEIeNTy Ha JICKApCTBEHHBIHN Mpernapat, 00eCIeYnTh MPU OCYIIECTBICHUN JOCTAaBKHA UICHTHU()UKAIIHIO
JUYHOCTH TpaXXJIaHWHA, TOJYyYarollero TaKoW JeKapCTBEHHBIM mMpenapar, B LEISIX YCTaHOBICHHS
COOTBETCTBHUSl €r0 JIMYHOCTH M JIMIA, YKA3aHHOTO B pelenTe Ha JICKapCTBEHHBIH Ipemnapat (ero
3aKOHHOTO TIPEJCTaBUTENsA), MO0 JHIA, YIOTHOMOYEHHOTO JIMIIOM, YKa3aHHBIM B pelenTe Ha
JICKapCTBCHHBIN Mpemnapar (ero 3aKOHHBIM MPEJICTAaBUTENIEM), Ha TIOJydeHUE JISKAPCTBEHHOTO Tperapara
(manee B HACTOSIIEH CTAaThe - JIHUIIO, YKa3aHHOE B PELIENITe (3aKOHHBIN MPEICTaBUTENb, YIIOJIHOMOUYEHHOE
JIUTIO).

9. JIumo, OCYLIECTBISAIOIIEE JOCTaBKY JIEKAPCTBEHHOIO Ipenapara s MEIULHUHCKOIo
MPUMEHEHUsI, OTIyCKaeMOro II0 peLenTy Ha JIeKapCTBEHHBIM mpenapar, o0s3aHO MNOTpeOoBaTh Y
IpaX<J1aHUHA, [TOJIyYaOIEro TaKOM JIEKapCTBEHHBIN Mpenapar, NpeIbsiBUTh JOKYMEHT, yI0CTOBEPSIIOLIMMI
€ro JINYHOCTh, JUJIS MIEHTU(UKALWN JTUYHOCTU 3TOTO TpakJaHWHA U YCTAHOBJIEHMS] COOTBETCTBHUS €r0
JUYHOCTU M JIMIA, YKA3aHHOI'O B pelente (3aKOHHOTO IMpPEICTaBUTENs, YIMOJHOMOUYEHHOro juma). B
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(c u3m. n pgon., BCTyN....

Clly4ae BBIABIICHUS HECOBNAACHMS JIMYHOCTU I'PAKIAHMHA, ITOTYYarOIIEero JIEKapCTBEHHBIM Ipenapar, u
JMIA, YKa3aHHOTO B PELENTE (3aKOHHOIO MPEACTABUTENS, YIOJIHOMOUYEHHOIO JIMLA), a TAKXKE B CIIydae
OTKa3a TpaxJaHWHA, I[OJYYalOLIEro  JIEKAPCTBEHHBIM  IIpernapar, NpeabsSBUTb  JOKYMEHT,
YAOCTOBEPSAIOIUN €r0 JUYHOCTh, JIMLO, OCYIIECTBIAIONIEE AOCTaBKY JCKapCTBEHHOIO IIpenapara JUisd
MEIULMHCKOTO MIPUMEHEHHs, OTITYCKAaeMOr'o [0 pelenTy Ha JIEKapCTBEHHbIN Ipenapar, 00513aHO BEPHYTh
TAaKOW JIEKAPCTBEHHBIN IIPENapar B allTeYHy0 OpraHUu3aluio.

10. TloaTrBepkaenuem (akTa Tmepenayd JIEKApCTBEHHOTO IMpermapara Jjis MEAULHUHCKOIro
IIPUMEHEHHUSI, OTITyCKaeMOIr'o 10 PELENTy Ha JIEKApCTBEHHBIM Ipenapar, JHIly, YKa3aHHOMY B peLEnTe
(3aKOHHOMY TPEJCTABUTEINIO, YIMOJIHOMOYEHHOMY JIHMILY), SIBJISIOTCSI KAacCCOBBIM UY€K M MOAINHUCH JIMIIA,
MIOJIyYMBILIErO TaKOM JIEKAPCTBEHHBIN IpernapaT, Ha JOKYMEHTE O IOJIyYeHHUU TaKOro JIEKAPCTBEHHOTO
npemnapata mno ¢opmMe, YTBEpKIaeMOW YHMOIHOMOYEHHBIM (eAepalbHbIM OpPraHOM HCIHOJHUTEIbHOM
Binactu. llocne mepenaun jexkapcTBEHHOIO IpemnapaTra JHIy, YKa3aHHOMY B peLenTe (3aKOHHOMY
MIPE/ICTABUTENI0, YIOJHOMOYEHHOMY JIHILy), 3TOT JOKYMEHT IMepelaeTcsl JHUIOM, OCYIIECTBHBIINM
JIOCTaBKY TaKOI'0 JIEKAPCTBEHHOI'O IIpernapara, B aNTEUYHYI0 OpraHU3alyio, OCYIIECTBHUBILYIO OTIIYCK
JIEKApCTBEHHOr0 TMpemnapaTta. B ciydae BbIBICHHMS INpU Iepenaye JIMIY, YKa3aHHOMY B pELENTe
(3aKOHHOMY  TIPEACTAaBUTEINIO, YIOJHOMOUYEHHOMY JIMIly), JIEKAPCTBEHHOTO Ipemapara (haKkToB
MEXaHUYECKOTO MOBPEKIEHUS €ro WM €ro YyHNaKOBKM TaKOW JEKapCTBEHHBIN Ipenapar JHUIOM,
yYKa3aHHBIM B peLenTe (3aKOHHBIM MPEJCTABUTEIEM, YIOJHOMOYEHHBIM JIULIOM), HE MPUHUMAETCS U
BO3Bpaimiaercs 0e3 ero oriarbkl JUIy, OCYIIECTBUBIIEMY JOCTaBKY JICKAPCTBEHHOIO Ipemapara Hu
o0ecTeYnBaroIIEMy €ro BO3BpaT B alITEUHYIO OPTaHU3aIIHIO.

11. 3a napywenus 3akoHopaaresnbcTBa Poccuiickoit denepaniy, COBEPLIEHHbBIE NIPU ITPOBEICHUU
SKCIEPUMEHTa, €ro YYacTHHUKH HECYyT OTBETCTBEHHOCTb, YCTAHOBJIEHHYIO 3aKOHOAATEIbCTBOM
Poccuiickoit denepanun.

12. KoHTponb 3a HCIONHEHHEM TpeOOBaHUM, CBA3aHHBIX C IPOBEJACHUEM 3SKCIEPUMEHTA,
ocylIecTBIsieTcs (ellepaabHbIM OPraHOM HCHOJHHUTEIbHOM BIIACTH, OCYLIECTBISIOIUM (YHKIMU IO
KOHTPOJIIO ¥ Ha/130py B cpepe 3apaBoOXpaHeHMs], B MOPsiIKE, ycTaHOBIEHHOM PDeiepanbHbIM 3aKOHOM OT
31 urons 2020 roma N 248-®3 "O rocy1apcTBEHHOM KOHTpOJIe (Ha/30pe) U MyHHIUIIAIBHOM KOHTPOJIE B
Poccuiickoit ®eneparuu’.

CraTtbsa 56. U3aroTtoBneHue n oTNyCK fieKapCTBEeHHbIX NpenapaToB

1. U3rotoBneHWe JIEKAPCTBEHHBIX IPENAPATOB AaANTCUYHBIMH OPraHU3AlNUSIMH, BETCPHUHAPHBIMU
anTeYHbIMH OPraHU3alMsSMU, UMEIONIMMH JUIEH3UI0 Ha  (apMaleBTHUYECKYI0 JeSTeNbHOCTD,
OCYIIECTBIISIETCS TIO pelenTaM Ha JIeKapCTBEHHBIC IIpermapaTsl, MO0 TPeOOBAHUSAM MEIUIIMHCKUX
OpraHM3allfii, BETepUHAPHBIX OPTaHU3AINI WM OpraHU3alui (MHIWBUIYaIbHBIX MPEANPUHUMATENCH ),
OCYIIECTBIISIONINX Pa3BE/CHNE, BhIPAIIMBAHKIE U COACPIKAHUE KUBOTHBIX, B COOTBETCTBHH C IMPABUIAMH
W3TOTOBIIEHUS M  OTIyCKa JIGKAPCTBEHHBIX TMPEMapaToB, YTBEPKIACHHBIMU  YIIOJTHOMOYEHHBIM
(dbeneparbHBIM OPraHOM UCTIOTHUTEIILHOM BIIACTH.

(B pen. @enepanbHbix 3aK0HOB OT 05.12.2022 N 502-D3, ot 30.12.2021 N 463-D3)

2. Ilpu M3roTOBIICHUH JICKAPCTBEHHBIX MPENapaToB alTEYHBIMH OPTaHU3AIMSIMHU, BETEPUHAPHBIMHU
anTeUYHbIMH  OPraHU3alMsSMU, UMEIONIMMH JHUIEH3UWI0 Ha  (apMaleBTUYECKYI0 JAESITeIbHOCTb,
WCTIONB3YIOTCS JICKAPCTBEHHBIE Tpemapartbl W (Wiu) (apManeBTHUYECKUuEe CyOCTAaHITUH, BKJIIOYCHHBIC
COOTBETCTBEHHO B I'OCYJIapCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEJCTB ISl MEAUIIMHCKOTO MPUMEHEHNUS,
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rOCyIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEICTB Ul BETEPUHAPHOIO IPUMEHEHUS, €AMHBIN PEecTp
3apEruCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBPa3suiicKOro 3KOHOMHYECKOIO COX03a, EUHBIN PEeecTp
3apErMCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpPEnapaToB EBpa3suilcCKOro 3»KOHOMHUYECKOTO
CO3a B YCTAaHOBJICHHOM Iopsnke. He 1nomyckaercs M3rOoTOBIEHHE alTEYHBIMU OpPraHU3aLUsSIMU,
BETEpPUHAPHBIMU  ANTEYHBIMH OpPraHU3aLMsAMM, UMEIOIIMMHU JIMLIEH3UI0 Ha (apMaleBTHYECKYIO
JesITeIbHOCTD, JICKAPCTBEHHBIX IMPENapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit denepanuu 1ubo B
COOTBETCTBUH C aKTaMH, COCTaBIAI0MUMU 1paBo Coro3a.

(B pen. @enepanbubix 3aKkoHOB 0oT 05.12.2022 N 502-®3, ot 30.01.2024 N 1-D3)

3. MapkupoBKka JIEKapCTBEHHBIX IMPENapaToB, M3TOTOBIEHHBIX AaNTEUYHBIMH OpTraHU3AIUSIMHU,
BETCPUHAPHBIMH  ANTCYHBIMH OPTAaHU3ANMSIMH, WMCIOIIUMU JIMIEH3UI0 Ha (apMareBTHUCCKYIO
JesITeNIbHOCTh, U O(OPMIICHHE TaKUX MPEnaparoB JODKHBI COOTBETCTBOBATH IPaBHIIaM, YKa3aHHBIM B
4acTH | HacTOsIICH CTaThU.

(B pen. @exnepanbHoro 3akona ot 05.12.2022 N 502-03)

4. AnTteuHble OpraHu3alliy, BETEPUHAPHBIC ANTEYHbIC OpPraHU3AIMH, HWMEIOIINE JUIECH3UI0 Ha
(bapmaleBTUUECKYIO JesTeNIbHOCTh, HECYT OTBETCTBEHHOCTh 32 HECOOIOCHIE MPaBUI U3TOTOBICHUS U
OTIYCKa JICKAPCTBEHHBIX MPEMApATOB B COOTBETCTBUU € 3aKOHOIATENILCTBOM Poccuiickoit denepanum.

(B pen. @exnepanbHoro 3akona ot 05.12.2022 N 502-03)

CraTtbsa 57. 3anpeu.|eHMe npoaaxu otaesribHbIX NeKapCcTBeHHbIX cpeaAcTB
(B pen. @enepanbHoro 3akona ot 08.08.2024 N 292-03)

1. 3anpe1uaeTcsl mpoaaxa (paJIBCI/I(l)I/IL[I/IPOBaHHLIX JICKApCTBCHHBIX CPCICTB, HC,Z[06pOKa‘leCTBeHHLIX
JICKApCTBCHHBIX CPCACTB, KOHTpa(l)aKTHI)IX JICKAPCTBCHHBIX CPEACTB.

2. 3anpeniaercs npojaxa:

1) nexapcTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO IPUMEHEHUS, B OTHOILIEHUU KOTOPBIX B CUCTEME
MOHMTOPHMHIA JIBUKEHUS JIEKAPCTBEHHBIX IPEMApAaTOB Ul MEAULMHCKOTO IMPUMEHEHHS OTCYTCTBYIOT
CBEICHMSI O HAHECEHUU CPEJCTB UAECHTU(UKALMU U (UJIM) CBEJIEHUS O BBOJIE B IpasKJaHCKUI 000pOT;

2) JeKapCTBEHHBIX IMpENapaToB s MEAMIIMHCKOTO TPUMEHEHHs, B OTHOILIEHHUH KOTOPBIX
OCyIIeCTBIICHa OJIOKUPOBKA BHECCHHSI B CHCTEMY MOHHTOPHHTA JBWKCHHS JICKAPCTBCHHBIX MPENapaToB
JUIST MEIUITMHCKOTO TPUMEHEHHS CBEICHWH O BBOJE B TpakJaHCKUW 000poT, 006 obopore wiu o
MpeKpanieHuu o00poTa;

3) JeKapCTBEHHBIX NpenaparoB s MEIULUUHCKOTO TPUMEHEHHsS, TMPUMEHEHHE KOTOPBIX
MIPUOCTAHOBIIEHO T10 PEUICHHUIO YITOJIHOMOYEHHOTO (he/IepaaIbHOro OpraHa UCTIOJHUTEIbHON BIACTH;

4) nekapCTBEHHBIX MPENaparoB ISl MEAUIIMHCKOTO MPUMEHEHHUS, TPAKIAHCKUNA 000pPOT KOTOPBIX
MIpPEeKpaIlEH;

5) JICKAPCTBCHHBIX NPCapaToB JJIA MCAUIUHCKOTI'O IPUMCHCHUS, CPOK T'OAHOCTHU KOTOPBIX UCTCK;

6) JICKAPCTBCHHEBIX Mp€IapaTtoB A MCEIHUUOMWMHCKOrO IMNMPUMCHCHHA, B OTHOIICHHU KOTOPBIX HE
CO6J'IIO,Z[CHBI TpC6OBaHI/I$I, OMpCACIICHHBIC HAa OCHOBAHWHN YaCTU 5 cratpu 67 HaCTOAIICTO (I)enepanLHoro
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3aKOHa.

3. [leiicTBHE NOJOKEHUN YacTH 2 HACTOSIIEW CTaTbU HE PACHpPOCTPAHAETCS HA JIEKAPCTBEHHBIE
npenaparbl, ykazaHHble B 4acT 7.1 ctatbu 67 Hactosero deaepaibHOro 3aKoHa.

4. Tlopsinox NMpUMEHEHHUs IOJIOKEHUHM 4YacTH 2 HACTOSIIEW CTaTbU M CPOKM IPHUMEHEHUS TaKoro
nopsijka ycranasinupatorcs [IpaBurensctBoM Poccuiickoit @enepanuu.

CraTtbAa 58. XpaHeHMe neKkapCTBEHHbIX CPeaCcTB

1. XpaHeHWE JIEKapCTBEHHBIX CPEACTB OCYUICCTBISICTCS IMPOU3BOAUTEISMU JICKAPCTBEHHBIX
CPEICTB, OpraHW3alUsSIMH  ONTOBOH  TOPrOBIM  JICKAPCTBEHHBIMH  CPEACTBAMH,  ANTCYHBIMU
OpraHu3aIUsIMH, BETCPUHAPHBIMU anTeYHBIMU OpraHu3aIUsIMH, WH/IUBUY AIbHBIMU
MPEANPUHUMATEIISIMU, UMCIOIIIMMHU JIUICH3UIO0 Ha (DapMarleBTHUECKYIO JIEATEIPHOCTh WIH JUICH3UIO Ha
MEJIUIUHCKYI0 JICATEIIbHOCTh, MEIUIUHCKUMH OPTaHU3alMsIMHU, BETEPUHAPHBIMUA OpPTaHU3ALUsAMHU U
WHBIMH OPTaHU3alUsIMH, OCYIICCTBISIOMMMU OOpalleHue JICKapCTBEHHBIX CPEJICTB. XpaHCHHE
JICKQpPCTBEHHBIX CPEJCTB JUIsI BETEPHUHAPHOTO TNPUMECHEHUS OpraHu3alMsIMA W WHIUBUAYaIbHBIMU
MPEANPUHUMATEIIIMA B CIlydasX, €CIM OHU UCIOJB3YIOTCS HWCKIIOYUTEILHO TMPU Pa3BeICHUH,
BBIpAIIMBaHUH, COJICPIKAHUH U JICUCHUU KUBOTHBIX, MOXKET OCYIICCTBISIThCS O€3 TOJIYYCHUS JIHICH3UU
Ha (apMaleBTUYECKYIO ICATEIHHOCTb.

(B pen. @exnepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBuyia  XpaHEHHMs]  JIEKAPCTBEHHBIX  CPEJICTB  YTBEPXKAAIOTCS  COOTBETCTBYIOLIMM
YIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM HCIIOJIHUTENIBHON BIACTH.

3. XpaHeHHe HAapKOTUYCCKUX JICKAPCTBCHHBLIX CPCACTB, IICUXOTPOIIHBIX JICKAPCTBCHHBIX CPCIACTB,
panuodapmaneBTHYECKUX  JIGKApCTBEHHBIX  CPEJCTB  OCYIIECTBISETCS B COOTBETCTBUM  C
3aKoHoarenbcTBOM Pocculickoit denepanuu.

Cratba 58.1. lpeamMeTHO-KONMMYECTBEHHbIN Y4YeT JleKapCTBeHHbIX CpeacTB Ans
MeAULMHCKOro NpUMeHeHuns

(BBenena denepanbHBIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. Hepequb JICKAPCTBCHHBIX CpCACTB JIsI MCAULUHCKOIO IMPUMCHCHHA, MNOMJICKAINIUX
NpECAMETHO-KOJIMYECTBEHHOMY  YUCTY, YTBCPXKAACTCA YIIOJIHOMOYCHHBIM (beﬂepaHBHI)IM OopraHom
HCIIOJIHUTEIbHOMN BIACTH.

2. HOpr}IOK BKIIFOUYCHHUS JICKAPCTBCHHBIX CPCACTB OJId MCIUIMWHCKOrO IMPUMCHCHUA B IICPCUCHDB
JIEKapCTBEHHBIX CPEJCTB JUIS MEAMIIMHCKOTO NMPUMEHEHHUs, MOAIeKAIIUX MTPEeIMETHO-KOINYECTBEHHOMY
y4eTy, YCTaHaBJIMBAECTCS YMOJTHOMOYEHHBIM (eJepalbHbIM OpPraHOM HMCIIOJIHUTEIBHOW BIIACTH IO
COTJIACOBAaHUIO C (efepabHbIM OPraHOM HCIIOJHHUTEIBHON BIAcTH, YIOJIHOMOYEHHBIM B cdepe
BHYTPEHHUX J€EIL.

(B pen. denepanbhoro 3akona ot 03.07.2016 N 305-03)

3. Hpe,HMeTHO-KOJ'II/I'-IeCTBeHHI)II\/’I YUET JICKAaPCTBCHHBLIX CPCACTB JIA MCAUIHWHCKOrO IPpHUMCHCHUSA
BCAYT MNPOU3BOJUTCIIN JICKAPCTBCHHBIX CPCACTB, OpraHu3aluun ONTOBOM TOProBJIN JICKAPCTBCHHBIMHA
Cpe€acTBaMu, AlTCUYHBIC OpraHU3allid, WHAWBUAYAJIBbHBIC NMPEANNPUHHUMATCIIN, HUMCIOMIUC JIMICH3UIO Ha
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(bapMaleBTUUECKYIO JIEATEIbHOCTh WM JIMLIEH3UI0 HAa MEIUIUHCKYIO NEATENbHOCTh, U MEIULUHCKUE
OpraHM3aIlfy, OCYIIECTBISIONINE 00palleHne JIEKAPCTBEHHBIX CPEJCTB IS MEIUIIMHCKOTO MTPUMECHEHUS,
IyTeM PErucTpaluu JIObIX CBS3aHHBIX C MX OOpalleHHeM OIepaluii, Mpu KOTOPbIX H3MEHSETCS UX
KOJIMYECTBO U (MJIM) COCTOSTHUE, B CIICIMANIbHBIX KYpHaJaxX ydera onepaluii, CBI3aHHBIX C 0OpalieHueM
JIEKapCTBEHHBIX CPEJICTB ISl METUIIMHCKOTO MPUMEHEHHUS (Jjajiee - ClieluaIbHbIe KYypPHAIIbI).

4. TlpaBuna perucTpanvy ONEpaluii, CBS3aHHBIX C OOpAaIlICHHEM JIEKAPCTBEHHBIX CPEICTB IS
MEIUIMHCKOTO IPUMEHEHNUs, BKIIOYEHHBIX B IIEPEUYEHBb JIEKAPCTBEHHBIX CPEIACTB I MEAULIMHCKOIO
MPUMEHEHUS], MOJJIEKAIUX NPEAMETHO-KOJINYECTBEHHOMY YUYETY, B CIICLIMAIBHBIX KypHajJax U IpaBuia
BEJCHUS M XPaHEHHS CHEIHAIbHBIX >KYPHAJIOB YTBEP)KIAIOTCS YIOJIHOMOUYEHHBIM (heaepaabHbIM
OpraHoM HCIOJIHUTEIbHON BIIACTH.

5. Kontponp 3a coOmrofieHHeM IpaBUJI PETHCTPAllMU ONepaluid, CBA3aHHBIX C OOpaleHHEeM
JIEKAPCTBEHHBIX CPEACTB I MEIMLMHCKOTO IPUMEHEHHMs], BKIIOYECHHBIX B IIEPEUYEHb JIEKAPCTBEHHBIX
CPEACTB Il MEIMULUHCKOIO IIPUMEHEHUs, MNOJIeKAIUUX IPEAMETHO-KOJIMYECTBEHHOMY Y4YeTy, B
CIEUMANBHBIX JKYypHajax, a TakKe 3a COONIOJEHHEM TMpaBWJI BEIACHUS W XPAaHCHHS CIICIHAIBHBIX
KYpPHAJOB BO3JIaraeTcss Ha YIOJHOMOYEHHbIE (efepalbHble OpraHbl HCIOJHUTEIBHOW BIACTH U
HCIIOJIHUTENIbHBIE Opranbl cyObekToB Poccuiickoit ®denepaunu, OCyIIECTBISIOLUE JIULEH3UPOBAHUE
IIPOM3BOJICTBA  JICKAPCTBEHHBIX CPEACTB, (apMalleBTUYECKOM JIEATENBHOCTH U MEIUIMHCKON
NEeSATEIbHOCTH, U OCYIECTBIIACTCS B paMKaXx JIMIIEH3MOHHOTO KOHTPOJISL.

(B pen. @exnepanbHoro 3akona ot 08.08.2024 N 232-03)

Masa 11. YHUHTOXEHUE NEKAPCTBEHHbLIX CPEOCTB
Cratba 59. OcHOBaHUA M NOPAAOK YHUUTOXEHMUA NeKapCcTBEeHHbIX CpeacTs

1. HenoOpokauecTBEHHBIE JIEKApPCTBEHHBIE CPEJCTBa, (anbCU(UIIMPOBAHHbBIE JIEKAPCTBEHHBIE
cpeacrtBa IMmoJie)KaTrT H3BATUIO U3 06paHI€HI/I$I U  YHHUYTOXKCHHIO B TMOPAAKE, YCTAHOBJICHHOM
IIpaButensctBoM Poccuiickont ®@enepanuu. OCHOBaHUEM [UIsl YHUUYTOKEHUS JIEKAPCTBEHHBIX CPEICTB
ABIIICTCA ~ pEIeHHe  BIaAeNblia  JIEKapCTBEHHBIX  CPEACTB,  PELICHHE  COOTBETCTBYIOILEIO
YIOJIHOMOYEHHOT0 (heZiepalbHOrO OpraHa UCIIOJHUTEIbHOM BIACTH UM PELICHHE Cy/a.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KoHTpadakTHbIE JIEKapCTBEHHBIE CPE/ICTBA MOAJEKAT U3BATHIO U3 OOPAIEHUs U YHUUTOXKEHHUIO
o pemieHuio cyaa. [opsnok yHUUYTOXKEHHUs] KOHTpa(paKTHBIX JIEKAPCTBEHHBIX CPEICTB YCTaHABIMBAETCA
IIpaBurensctBoM Poccutickoit denepanun.
(B pen. @exnepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3. Pacxompl, CcBsi3aHHBIE C YHUYTOXKEHHEM KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEJCTB,
HEZ0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (DambCU(UUIUMPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB,
BO3MEILAKOTCS UX BIIAJIEIIBLIEM.

4. Bnanener JeKapCTBEHHBIX CPEACTB JODKEH MPEICTaBUTh B YIOJIHOMOYEHHBIH (enepalibHbIi
OpraH MCIOJHUTEIBbHOM BJIACTH JOKYMEHT WM 3aBEPEHHYIO B YCTAHOBJIEHHOM IOPSAJKE €ro KOIIHUIO,
MOATBEpKIatolue PaKkT YHUUYTONKEHHS JIEKAPCTBEHHBIX CPECTB.

5. CoOTBeTCTBYIONIMKA yIOJTHOMOYEHHBIH (efepaibHblii  OpraH HCHOJHHUTENIbHOM  BIIACTH,
MPUHSABIIMKA perieHne 00 YHUYTOXKEHHWU JIEKapCTBEHHBIX CPEJICTB, OCYLIECTBISET KOHTPOJIb 3a HX
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YHHUYTOXKCHHUEM.

6. VYHUYTOXEHHE JIEKAPCTBEHHBIX CpPEJICTB MPOU3BOAUTCS OpPTraHU3aLUSIMH, HWMEIOIIUMHU
COOTBETCTBYIOIIYIO JIMIICH3HUIO, HA CIICIIMAILHO 000PYI0OBAaHHBIX IIJIOMIAIKAX, TOJIUTOHAX U B CIICIIHAIBHO
000pYy/IOBaHHBIX MOMEIIEHUSAX C COONIOCHHEM TPeOOBaHUN B OOJIACTH OXPAHBI OKPYKAIOIICH CPE/Ibl B
COOTBETCTBHUU C 3aKOHOJATEIbCTBOM Poccuiickoit denepanni.

7. HapkoTuyeckue JE€KapCTBEHHbIE CpEICTBA, IICUXOTPOIIHBIE JIEKAPCTBEHHbIE CPEACTBA,
panuodapmaneBTUYECKUE  JIGKAPCTBEHHBbIE  CPEACTBA  YHHUYTOXKAIOTCA B COOTBETCTBHM €
3aKoHoarenbcTBOM Pocculickon denepanuu.

Mnasa 12. TOCYOAPCTBEHHOE PETYJINPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPEMAPATbI ANnA MEAUMUUWHCKOIo NPUMEHEHUA

Cratba 60. NlocynapcTBeHHOEe perynupoBaHue LieH Ha NeKapCcTBeHHble npenaparbl
ANA MegULMHCKOro NpMMeHeHUs

1. TocymapcTBEeHHOE pEryIUpOBaHHME II€H Ha JIGKAPCTBEHHBIC MpENapaTthl Ui MEIUIIUHCKOTO
PUMEHEHHSI OCYIIECTBISETCS TOCPEACTBOM:
(B pen. @exnepanbHoro 3akoHa ot 26.03.2020 N 67-D3)

1) yrBepxnenus IlpaBurensctBom Poccuiickoit deaepaunn nepeyHs KU3HEHHO HEOOXOAUMBIX U
BOXHEUIINX JICKAPCTBEHHBIX MPENapaToB, KOTOPHIA (OPMHUpPYETCSs M HE peXe OJHOrO pasza B TOJ
[IEpEeCMaTPUBAETCA B YCTAHOBIIEHHOM UM IOPSAJAKE HAa OCHOBE KOMILJIEKCHOW OLICHKU JIEKaPCTBEHHBIX
[pernapaToB, BKJIOYas aHalW3 CBEICHUH O CpaBHUTENIbHON KIMHUYECKOM A((EKTUBHOCTH U
0€30IaCHOCTH  JIEKaPCTBEHHOT'O CPEJCTBA, OLIEHKY OSKOHOMHYECKHUX TOCJIEACTBUNH IMPUMEHEHHUs
JIEKAPCTBEHHOT'0 CPEACTBA M W3YUYEHHE JOIOIHUTENBHBIX MOCIEACTBUN NPHUMEHEHUS JIEKAPCTBEHHOTO
CPEICTBa;

(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 13.07.2020 N 206-D3)

2) yTBepKIEHUS METOAMKM pacyera TMPEeJeNbHBIX OTIYCKHBIX IIeH MPOU3BOJUTENEH Ha
JICKapCTBCHHBIC TIpEnaparhl, BKIIOYCHHBIC B IEPEUYCHb >KU3HEHHO HEOOXOIUMBIX M BaXKHEHIIHX
JIEKapCTBEHHBIX MpENaparoB, a TakKe BHEIPEHHS MEXaHU3MOB (POPMHUPOBAHUS CUCTEMBI pedepeHTHBIX
LICH;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

3) TOCYHapCTBEHHOM PEruCTpallMk TPEACIbHBIX OTIYCKHBIX II€H MPOU3BOJIUTEICH Ha
JICKapCTBEHHbIE MPENaparhl, BKIIOUEHHBIE B TMEPEYEeHb JKU3HEHHO HEOOXOMUMBIX M BaXKHEUIIMX
JIEKapCTBEHHBIX TPEnapaToB;

(B pen. denepanbroro 3akona ot 06.06.2019 N 134-03)

4) BedeHHWS TOCYJApCTBEHHOTO peecTpa MpeaeibHBIX OTIMYCKHBIX II€H TPOW3BOIUTENICH Ha
JIEKapCTBEHHBIE TpEenaparhl, BKIIOUYEHHbIE B TMEpPEUeHb JKU3HEHHO HEOOXOAMMBIX U BaKHEHIIHUX
JIEKapCTBEHHBIX MPEMAPATOB;

5) YTBCPKACHUA MCTOAWUKH YCTAHOBJICHHSA HUCIIOJHHUTCIBHBIMH OpraHaMH CY6T;CKTOB Poccuiickoit
<De)1epam/m IpCACIIBHBIX PAa3MEPOB OMTOBBIX HaH6aBOK " NPEACIIbHBIX Pa3MEPOB PO3HUYHBIX Ha}16aBOK K
(I)aKTI/ILICCKI/IM OTITYCKHBIM II€CHAaM, YCTAHOBJICHHBIM ITPOU3BOAUTCIIAMU JICKAPCTBCHHBIX MNPCIIapaToB, Ha
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JICKApCTBEHHBIC TMPENapaThl, BKIIOUEHHBIE B TMEPEYCHb JKU3HEHHO HEOOXOMUMBIX U BaXKHEHIITHX
JIEKapCTBEHHBIX MPENapaTOB;
(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

6) yCTaHOBIJIEHUS TPENENbHBIX Pa3MEPOB ONTOBBIX HAZ0ABOK M MPEACIbHBIX Pa3MEPOB PO3HUUHBIX
Ha/10aBOK K (aKTHUECKUM OTIYCKHBIM L(€HaM, YCTaHOBJEHHBIM IPOM3BOAUTENISIMU JIEKAPCTBEHHBIX
IpernaparoB, Ha JICKAPCTBEHHBIC IpenapaThl, BKIIOYCHHbIE B IEPEUCHb >KU3HEHHO HEOOXOAWMBIX U
BAKHEHILNX JICKAPCTBEHHBIX IPENAPATOB;

6.1) omnpenenenust IlpaBurensctBom Poccuiickoii ®denepanuu mopsiaka IEHOOOPa30BaHUS Ha
HEe3aperucTpUpOBaHHBIC JIEKAPCTBEHHbBIE MTPenapaThl s MEAUIIMHCKOTO PUMEHEHUs, KOTOPhIe BBE3EHBI
B Poccuiickyro @enepaunio il OKa3aHHS MEIMIIMHCKOM IMOMOIIM MO >KU3HEHHBIM [OKa3aHUAM
KOHKPETHOT'O MAaI[MeHTa U MEKIYHapOHbIe HEMATEeHTOBAHHBIC, HIIM TPYNIIUPOBOYHBIC, UITH XUMUYECKHE
HAaMEHOBAHHMA KOTOPBIX COJEpXKAaTcsi B TepeYHE JKU3HEHHO HEOOXOIWMBIX M  BaXHEUIIHX
JIEKapCTBEHHBIX MPENapaToB;

(. 6.1 BBenen denepanbubiM 3akoHoM OT 30.01.2024 N 1-D3)

7) yTBepKIEHUs TOpsAAKa BbIIAYM MPEANHCAHUNA UCHOJHUTENBHBIM OpraHaM CyObEKTOB
Poccuiickoit denepanuu 0 NpUBEAEHUHA B COOTBETCTBUE C 3aKOHOJATENbCTBOM Poccuiickon denepannu
pelieHuid 00 YCTaHOBJIIGHHWU TpPEAENbHBIX pPa3MEpPOB OINTOBBIX HAA0aBOK M MPEIEIbHBIX pPa3MEpOB
PO3HUYHBIX Han0aBOK K (PaKTMUECKHMM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IPOU3BOAUTEISIMU
JICKapCTBEHHBIX IMIpenapaToB, Ha JIEKAPCTBEHHbIC MpenapaThl, BKJIIOYECHHBIE B TMEPEUYCHb >KU3HEHHO
HEOOXOUMBIX M BXHEWINTUX JICKAPCTBEHHBIX IPENApaToB, €CIHM OHH TPUHATHI C HaPYIICHHEM
3akoHogarenberBa Pocecuiickoit denepanuu, B opsake, ycranoBiaeHHoM [IpaBurensctBom Poccuiickoit
denepanuu;

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

8) HampaBieHMs yIOJHOMOYEHHBIM  (elepaJibHbIM OpPraHoM  HCIIOJIHUTEIbHOM  BJIACTH
UCTIOJHUTENBbHBIM oOpraHaMm cyO0bekToB Poccuiickoit ®enepauuu mpeanucaHuii o MpUBEJCHUHU B
COOTBETCTBHE C  3aKOHomarensCcTBOM  Poccmiickoit  @Denepanmyu NPUHATBIX C  HapyLIEHUEM
3akoHojaTenbcTBa Poccuiickoit denepannu perieHnit 00 yCTaHOBJIEHUH MPEAEIbHBIX Pa3MEPOB ONTOBBIX
Haﬂ6aBOK U TOPCACIbHBIX PasMEpPOB PO3HUYHBIX Ha]:[6aBOK K O€HaM Ha JICKapCTBCHHBLIC IIpCIIaparthl,
BKJIFOYEHHBIE B IIEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BXKHEHIINX JIEKAPCTBEHHBIX MIPENapaTos;

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

9) ocymiectBneHus GeaeparbHOro rocy1apcTBEHHOT0 Haa30pa B chepe oOpalieHus JeKapCTBEHHBIX
CPEACTB M PETHOHAIBHOTO TOCYIAPCTBEHHOIO KOHTPOJIS 3a NPUMEHEHHEM II€H Ha JIEKapCTBEHHbBIC
MpernapaTsl COOTBETCTBEHHO YMOJHOMOYEHHBIMH (eepalbHBIMU OpraHaMH UCTIOJHUTEILHOW BIACTH U
WCTIOTHUTEIPHBIMA OpraHamMu cyObekToB Poccuiickorn deneparuu corjlacHO WX KOMIIETCHIIMH B
nopsizke, ycranosiaeHHoM [IpaBurensctBom Poccuiickon denepannu;

(B pen. @enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-d3, ot 08.08.2024 N 232-D3)

10) mnpumeHeHUS TPEAYCMOTPEHHBIX 3aKoHoJareldbcTBOM Poccuiickoit ®exepauun  Mep
OTBCTCTBCHHOCTH 3a HApPYHMICHHUE TIIOpsAAKa I_[eHOO6pa3OBaHI/I$I Ha JICKApCTBCHHBLIC IIPCIiaparhl,
BKJIIOYEHHBIE B IIepeUeHb )KU3HEHHO HEOOXOIMMBIX U BAXKHEHIINX JICKAPCTBEHHBIX PENapaToB.

(B pen. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

2. B ycnoBusix upe3BbIYaifiHON cuTyanuu U (WIKM) IPU BOZHUKHOBEHHMH YIPO3bI PACHpPOCTPAHEHUs
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

3a00JeBaHUs, MPEICTABIAIOLIET0 ONACHOCTh Ul OKPYXAlOIUX, a TaKKe B ClIydae, €ClIM B TEYEHHUE
TPUALATH KaJICHAApHBIX AHEH nocine npuHAatus [IpaBurensctBoM Pocculickon @enepanuu pemeHus o
IIPOBEJICHUU MOHUTOPHUHIA PO3HUYHBIX LIEH HA JIEKAPCTBEHHBIE MPENApaThl, HE BKIIOUYEHHBIE B IIEPEUYCHb
KU3HEHHO HEOOXOAMMBIX M BAKHEHMIIMX JIEKAPCTBEHHBIX IIPEIapaToB, HA TEPPUTOPHIX CYOBEKTOB
Poccuiickoit @enepanuy BBIABIECH POCT PO3HUYHBIX LIEH HA yKa3aHHbIC JICKapCTBCHHBIC IIpErapaThl Ha
TPHULIATH TPOIEHTOB U Oonee, [IpaBurenscTBO Poccuiickoit denepanuu BripaBe YCTAHOBUTH MPEACITBHBIC
OTIIyCKHBIE IICHBI ITPOU3BOJIUTENICH HA yKa3aHHbIC JICKAPCTBEHHBIC IIPENapaThl, IIPEIeiIbHbIE pa3Mepbl
OIITOBBIX HAJ0ABOK U IMpEJCNIbHBIE pa3Mepbl PO3HUYHBIX HA/I0aBOK K (PAKTUYECKHM OTIIYCKHBIM LI€HAM
IIPOU3BOUTEINICH HAa yKa3aHHbIE JIEKAPCTBEHHBbIE Mpenaparsl. [lepedeHs JIeKapCTBEHHBIX MPENapaToB, HE
BKJIIOYCHHBIX B MEPEYCHb JKU3HEHHO HEOOXOIAMMBIX M BaKHEHIINX JIEKAPCTBEHHBIX IPENapaTtoB, U
nopsok ero popmupoBanus onpezenstorcs [IpasurenscrBom Poccuiickoit denepanyu.

(uactsb 2 BBeneHa denepanbHbiM 3aK0HOM 0T 26.03.2020 N 67-D3)

3. B TedeHue neBSHOCTa KaJCHIAPHBIX JAHEW co JHs yTBepxkieHus [IpaBurenbcTBoM Poccuiickoi
d)eﬂepam/m MNepeUHA, YKa3aHHOI'0 B 4aCTHU 2 HaCTOSIIIIei/JI CTaTbu, HC JOIIYCKAIOTCA peain3alrd U OTIIYCK
BKJIFOYCHHBIX B HETO JICKAPCTBEHHBIX NPENapaToB IO IEHAM, MPEBBIIIAONIUM MPEICIbHbIC OTITYCKHBIE
IICHBbI HpOHSBOZIHTCJICfI Ha YKAa3aHHBIC JICKAPCTBCHHBLIC IMPCIIapaThbl, MPCACIIbHBIC PAasMEPbl OITOBLIX
HaJ0aBOK M TMpeJeibHBIC pa3Mepbl PO3HUYHBIX HAA0aBOK K (DAKTUYECKUM OTIYCKHBIM IICHaM
MPOU3BO/IUTENICH Ha YyKa3aHHbIC JICKAPCTBEHHBIC IMperaparbl € YYETOM Hajora Ha J00aBJICHHYIO
CTOUMOCTb.

(dactb 3 BBeneHa deaepanbHbIM 3aKk0HOM OT 26.03.2020 N 67-D3)

IIpumeyanue.
[Tonoxenus ct. 61 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecss MpeaOCTaBICHUS TOC. YCIyT
HOCPECTBOM €IMHON CHCTEMBI U (WJIH) eIUHOro nopraia, npumenstores ¢ 01.01.2026.

Cratba 61. locypapcTBeHHas perucTpaums M nepeperncrpauusa npepenbHbIX
OTMYCKHbIX LUEeH mnpou3BoAUTENien Ha JieKapCTBEHHbIe rMpenapartbl, BKJIOYEHHble B
nepeyvyeHb XXU3HEHHO HEOOXO0AUMbIX U BaXKHEMLUUX NeKapCTBEHHbIX NpenapaToB

(B pea. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. IlpenenbHass OTHYCKHAas LIEHA IPOU3BOAMTEINS HA JICKAPCTBEHHBIM Ipenapar, BKIKOYEHHBIN B
MepeueHb KU3HEHHO HEOOXOIMMBIX U BaXXKHEHIIMX JIEKAPCTBEHHBIX IMIPEMapaToB, MOMAJEKUT
rOCy/IapCTBEHHOW pPErucTpanuu B mopsake, ycranoBieHHOM [IpaButensctBom Poccuiickont deneparuu,
Ha OCHOBaHWH HAIPABIEHHOTO MOCPEACTBOM EIMHOTO MOpTaja B YIOJTHOMOUYEHHBIH (eepanbHbIi Opran
UCIOJIHUTENIBHON  BJIACTM WJIM JUYHBIM KaOMHET yNOJIHOMOYEHHOro (QenepalibHOro  OpraHa
WCTIOIHUTENILHOM BJAacTH B €IUHOW CHCTEME, TOJMUCAHHOTO YCHJICHHOH KBamu(UIIMPOBAHHON
JJIEKTPOHHOW TMOANMCHIO 3asBICHUS JEpKaTelsd WX BIAAENblla PErUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TpernapaTta (yImoTHOMOYEHHOTO UM JTUIA).

(B pen. ®exnepanbHoro 3akona ot 30.01.2024 N 1-D3)

2. 3apeFI/ICTpPIpOBaHHa}I npeaciibHagd OTIIYCKHad HOCHA IMPOU3BOAUTCIIA Ha J'ICKE[pCTBCHHBIfI
npemnapar, BKJIIOUCHHEIA B MNEpCUCHb KU3HCHHO HGO6XOI[I/IMBIX U BaXHEHIIHNX JICKApPCTBCHHBIX
npemnapaTroB, MOXKCET OBITh NEpCPECruCTpupoBaHa B CTOPOHY YBCIHWYCHHA OAUH pa3 B KAJICHAAPHOM Ioay
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

Ha OCHOBAaHMM HAIpPaBICHHOro 10 1 OKTAOps KaxZoro roja IOCPEICTBOM €IUHOIO IopTrana B
YIOJHOMOYCHHBINM  (efAepalbHBIi  OpraH  UCHOJHUTEIHLHOW  BJIACTM WU JIMYHBIA  KAaOWHET
YIIOJIHOMOYEHHOTr0 (eIepaIbHOr0 OpraHa MCIIOJHUTEIbHON BIACTU B €IMHOM cHcTeMe, MOANHUCAHHOIO
YCUJICHHON KBaJIM(UIIMPOBAHHOW 3JIEKTPOHHOW MOJMHUCHIO 3asBICHUS JEpKaTels WIM BIaJeiblia
PEruCTPaiMOHHOIO YJJOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpernapara (yInoJHOMOYEHHOTO UM JIUIIA).

(B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-P3)

3. 3apeructpupoBaHHas TpeAcTbHAas OTIYCKHAs II€HA MPOWU3BOJAMUTENSI HA JIEKapCTBEHHBIN
mpemapaTr, BKIIOUEHHBIH B TMEPEUYCHb JKU3HCHHO HEOOXOJMMBIX M BaXKHEHINIUX JIEKAPCTBEHHBIX
MperapaToB, MOXKET OBITh MEPEPETUCTPUPOBAHA B CTOPOHY CHIDKEHHS Ha OCHOBAaHHM HAIIPABICHHOTO
MTOCPEACTBOM €IMHOTO TOPTaJia B YIIOJHOMOYCHHBIN (heepabHBIN OpraH MCIIOTHUTEILHOW BIACTH WIIH
JMYHBIA KaOMHET YIIOJTHOMOYEHHOTO (pe/iepaibHOTO OpraHa MCIIOJIHUTEIILHOW BJIACTH B €MHOMN CHCTEME,
MOJNMUCAHHOTO yCHJICHHOW KBaTU(MUIIUPOBAHHOW JJIEKTPOHHOHN IOAIMUCHI0 3asBIICHUS JIEPIKATENS WIH
BJIQJICNIblIa PETUCTPAIIMOHHOTO YIOCTOBEPCHHUSI JIEKAPCTBEHHOTO TMpenapara (yHmOJIHOMOYEHHOTO UM
JUa).

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

4. Jlepxarenb WM BIAJIEEl] PErHCTPALIMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO Mperapara
(YIIOIHOMOYEHHOE UM JIUI0) 00s3aH HANpPaBUTh MOCPEJICTBOM €IMHOTO MOpTajia B YIMOJIHOMOYEHHBIN
denepanbHBIA OpraH WCIOJHUTEIHLHONW BIACTU WM JTUYHBIM KaOMHET YIOJHOMOYECHHOTO (henepaabHOro
OpraHa HCIIOJIHUTENBHON BJIACTH B €AMHOW CHCTEME MOMANUCAHHOE YCHIIEHHOW KBaMH()HUIMPOBAHHON
9JIEKTPOHHOU TOJIMUCHIO 3asBJIEHUE O MEPEPETrUCTpaIliy 3apETUCTPUPOBAHHON MPEACIbHON OTITYCKHOM
LICHBI POU3BOIUTENS HA JICKAPCTBEHHBIN Mpenapar, BKIFOYCHHBIH B MEpeUeHb )KM3HEHHO HEOOXOIUMBIX
Y BOKHEUIIINX JICKAPCTBEHHBIX MPENApaToB, B CTOPOHY CHUKEHUS B CICAYIOIMIUX CITydasK:

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

1) cHuMXKeHHe 1IeHbl B MTHOCTPAHHOM BaJIIOTE Ha JIEKAPCTBEHHBIN MpernapaT B CTpaHe MPOU3BOIUTENS
U (UIM) B CTpaHaX, B KOTOPBIX JIEKAPCTBEHHBIN IpemnapaT 3aperucTpupoBaH M (WJIHM) B KOTOpbIE
MIOCTAaBJISETCS IPOU3BOAUTETIEM;

2) CHMXEHHE LIeH Ha pedepeHTHbIE JIEKapCTBEHHBIE IpernapaTbl B COOTBETCTBUU C IMYHKTOM |
HacTosAlel dYacTh (Vi1 COOTBETCTBYIOLIMX BOCIPOU3BEACHHBIX, OMOAaHATIOroBBIX (OMOMOJOOHBIX)
JIEKapCTBEHHBIX NIPENAPATOB);

3) mpeBbllIEHUE TMPENeIbHON OTITYCKHOM II€Hbl Ha MEpBbI BOCIPOU3BENECHHBIN, OMOaHAIOrOBBIN
(OmoromoOHBIi) JIEKapCTBEHHBINA IMpernapaT MHOCTPAHHOTO MPOM3BOJCTBA HAJ MPEASbHONW OTITYCKHOMN
LIEHOM MPOU3BOAUTENS HA BTOPOM BOCIIPOU3BEACHHBIN, OM0aHATOTrOBBIN (0HMOMOA00HBIN) JTeKapCTBEHHBIH
rpenapar, pacCUuTaHHONM B COOTBETCTBUU C METOAMKOM, yTBep:KIeHHOU [IpaBurenscTBoM Poccuiickon
denepanuu;

4) mpeBbIllIEHUE TPEJeNbHON OTIMYCKHOW IEHbI Ha MEepBBI BOCHPOU3BEICHHBIN, OMOAHATOTOBBII
(6nomoOOHBII) JIEKAPCTBEHHBIM TIpernapar MPOU3BOJUTENST TocyaapcTBa - uineHa EBpaswuiickoro
SKOHOMHYECKOTO  COK03a HAJ MPEAEIbHOM  OTIYCKHOM ILIEHOM IPOM3BOAUTENS Ha  BTOPOU
BOCIPOU3BE/ICHHBIN, OHOaHAIOroBbIM (OMOMONOOHBIN) JIEKAPCTBEHHBIM Mpenapar MpPOU3BOJUTENS
rocyiapcrBa - wieHa EBpa3nMiiCKOro 3KOHOMHMYECKOIO COI03a, PACCUMTAHHONM B COOTBETCTBHM C
METOAMKOM, yTBepKaeHHOM [IpaBuTensctBoM Poccuiickon denepannn.

5. HOp}IIIOK NepeperucTpa 3apCruCTpupOBaAHHBIX TPCACIIbHBIX OTITYCKHBIX LICH HpOHSBOHHTCHCﬁ
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

Ha JIEKApCTBEHHBIC IMpenaparbl, BKIIOUYEHHBIE B IMEPEUYCHb KU3HEHHO HEOOXOAMMBIX W BaKHEHUIINX
JIEKApCTBEHHBIX TMPEMapaToB, B Ciyyasx, MPEIyCMOTPEHHBIX YacTAMU 2 - 4 HacTosled CTaThH,
ycranaBiuBaercs [IpaBurtensctBoMm Poccuiickoit denepanuu.

6. DKOHOMUYECKUH aHaIM3 IpeNeIbHONW OTIYCKHOW LIEHbI IPOM3BOJUTENS Ha JIEKAPCTBEHHBIN
mpernapaTr, BKIIOUYEHHBIH B TMEpeuYeHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEHIIHUX JIEKaPCTBEHHBIX
IpernapaTroB, MNpPHU €€ TOCYyJapCTBEHHOW pErHCTpallid WM  IEePEeperucTpaliuid  OCYLIECTBISETCS
benepanbHbIM OpraHOM MCIOJHUTEIBHOW BIIACTH, OCYIIECTBISIOMMM (GYHKIUU 1O TMPUHATHUIO
HOPMATHUBHBIX IPABOBBIX AaKTOB W KOHTPOJIIO 3a COONIOJIEHHEM 3aKOHOJATeNbCcTBA B  cdepe
TrOCYJapCTBEHHOTO PETyJIMPOBaHUs 1IeH (Tapu(oB) Ha TOBAPHI (YCIYTH).

7. Pacuer mpenenbHbIX OTIYCKHBIX II€H, YKa3aHHBIX B 4acTsIX 1 M 2 HAcTOsIIENW CTaTbH, IPU UX
roCy/IapCTBEHHON PErHCTpalvy WIN NEPEPEruCcTpalii OCYLIECTBISETCS B COOTBETCTBUM C METOIUKOM,
yrBepxkacHHOU [IpaBurenscTBoM Poccniickoit denepanuy U yYUTHIBAIOIIEH B TOM YHUCIIE:

1) cobnronenue OanaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX IMPEMapaToB, BKIIOYEHHBIX B
MepeUYeHb XKU3HEHHO HEOOXOIUMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX IPENapaTroB, U MPOU3BOAUTENEH
JIEKapCTBEHHBIX TPENapaTroB, BKIIOUYEHHBIX B IEPEYCHb >KU3HEHHO HEOOXOMUMBIX W Ba)KHEHIIMX
JIEKapCTBEHHBIX MPEMapaToB;

2) pakTHUeCcKyIO OTIYCKHYIO IIEHY Ha JIeKapCTBEeHHBIE npenapatsl B Poccuiickoii denepanuu, 1eHy
BBO3a JIEKAPCTBEHHBIX MNpenaparoB B Poccuiickyro dPenepanuio, a TakKKe LEHbI HAa aHAJOTHYHbBIC
JIeKapCTBEHHbIE Mpernaparhl, HaxoasImecs B oopaieHuu B Poccuiickoit denepanuu;

3) 3arpaThl TPOW3BOMUTENSI JIEKAPCTBEHHOTO TIperapara Ha MPOU3BOJICTBO U  pPeaTU3allHI0
JICKApCTBEHHOTO Mperapara;

4) neHy Ha JEeKapCTBEHHBIN Mpenapar, €ro 1eHy B CTpaHe NMPOU3BOJUTENS U B CTPAHAX, B KOTOPBIX
JIEKapCTBEHHBIH Mpenapar 3aperucTpUpoBaH U (UIM) B KOTOPBIE IOCTABIISETCS TPOU3BOAUTEIIEM.

8. He momyckarotcs peanusanusi U OTIIYCK JIEKaPCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B MEPEUYCHb
KHU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JIEKApPCTBEHHBIX IMPENaparoB, HA KOTOPbIE MPOU3BOAUTEIISIMU
JIEKAPCTBEHHBIX IIPEMApaTOB HE 3aperucTpUpOBaHa MpeleibHas OTIYCKHAas I€HA, peaau3anus
MIPOU3BOJUTENSAMU JIEKAPCTBEHHBIX IIPENapaToB IO LIEHAM, MPEBBIIIAIOIINUM 3aPETUCTPUPOBAHHBIE HIIU
IIEPEPETUCTPUPOBAHHBIEC IIPEIEIBHBIE OTIIYCKHBIE LIEHBI Ha JIEKAPCTBEHHBIE MPENApaThl ¢ YYETOM Hajora
Ha J100aBJIEHHYIO CTOUMOCTb.

9. Oco0eHHOCTH rOCYJapCTBEHHOTO PETYJIUPOBAHUS MPEAETbHBIX OTITYCKHBIX LIEH MTPOU3BOIUTENEH
Ha JIeKapCTBEHHbIE NpenapaThl, BKIIOYEHHbIE B IEPEYEHb >KU3HEHHO HEOOXOJUMBIX M BaKHEHIIHNX
JIEKapCTBEHHBIX IPENapaToB, B 3aBUCHUMOCTH OT AKOHOMHUYECKMX U (WJIM) COLHUAIBHBIX KPHUTEPHEB
(U3MEHEHME yCIOBUM, IOPSAKA U CTOMMOCTH IIPOM3BOCTBA JIEKAPCTBEHHBIX MIPENApaToB, UCIIOIb30BAHHE
HOBBIX ()OpM, METOJOB U CIOCOOOB TOCYJAapCTBEHHOIO pPETYJIMpPOBaHMS II€H Ha JIEKapCTBEHHBIE
Ipernaparel, B TOM YHCIE Ha OCHOBE MeXaHU3Ma peepeHTHOr0 IeHO00pa30BaHMs, U3MEHEHUN TOpsIKa
OKa3aHUsT MEIUILMHCKON IOMOIIY, W3MEHEHHE Kypca HMHOCTPAHHOM BaJlOThl U HHbIE W3MEHEHUS)
ycranasinuBaroTcs [IpasurensctBom Poccuiickon @enepanuu.
(B pen. ®enepanbHoro 3akoHa ot 08.03.2022 N 46-D3)

Cratba 62. [locypapCTBeHHbIW peecTp npeAenbHbIX  OTNYCKHbIX  LieH
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®depnepanbHbii 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.12.2024)

"06 obpalleHMn NeKapCTBEHHbIX CPeacTB”

(c u3m. n pgon., BCTyN....

npousBoauTenen Ha fieKkapCcTBeHHble NpenapaTtbl, BKIOYEHHbIe B NepevyeHb XXU3HEHHO
Heo6X0ANMbIX U BaXXHENLLUUX NeKapCTBeHHbIX NpenapaToB

1. 3aperucTpupoBaHHBIE WM TEPEPETUCTPUPOBAHHBIE TPEICIBHBIC  OTIYCKHBIC  I[CHBI
MIPOU3BOIUTEIICH Ha JIEKApPCTBEHHBIC TpenapaThl, BKIIOYCHHBIC B IEPEUCHb )KU3HEHHO HEOOXOJMMBIX U
BOXHEHIINX JICKAPCTBEHHBIX MPENaparoB, MOJJICKAT BKIOYCHHIO B TOCYAAPCTBEHHBIA pPEecTp
MPEJEeNbHBIX OTITYCKHBIX IIEH MTPOU3BOIUTEIICH Ha JIGKAPCTBEHHBIC MPEIapaThl, BKIIOUYCHHBIC B IIEPCUCHD
KU3HEHHO HEOOXOIMMBIX U BAXKHEUIITNX JICKAPCTBCHHBIX MPETapaTOB.

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

2. T'ocynapcTBeHHBIH peecTp MPEeIbHBIX OTIYCKHBIX II€H MPOW3BOJAUTEICH HA JICKAPCTBEHHBIE
mpemnapaTsl, BKIIOYCHHbIE B IE€pPEUYeHb >KU3HEHHO HEOOXOIAMMBIX U BAXKHEHUIIUX JIEKAPCTBEHHBIX
MPErapaToB, COACPKUT B ceOe CIeayIONIy0 HHPOPMAIHIO:

1) HauMeHOBaHUe AepKaTels WIM BIaJeNblla PerUCTPAIMOHHOTO YIOCTOBEPEHHUSI JIEKAPCTBEHHOTO
Mpernapara, HAMMEHOBAHUE IPOU3BOAMUTENS JIEKAPCTBEHHOI'O IMIpErapara, CBEACHUS O PErucTpauuu
JepIKaTessl WM BIIAJle]blia PETUCTPAMOHHOTO YIOCTOBEPEHHUSI JIEKAPCTBEHHOTO Mperapara, CBEACHUs O
perucTpauuy MpoOU3BOAUTENS JICKAPCTBEHHOTO Ipenapara il MEIUIIMHCKOTO MPUMEHEHUSI B KauyeCTBE
HAJOTOIUIATENbIINKA B  CTpaHe  perucrpaiuuu (A1 POCCHMCKMX  IOPUIMYECKUX — JIUI -
UICHTH(PUKAITMOHHBI HOMep Hanoromuiatenbiuka (MHH), mis MHOCTpaHHBIX IOPUIWYECKUX JIHIl -
CTpaHa pErucTpaluy, HAUMEHOBAHHE PErUCTPUPYIOLIErO0 OpraHa, PpPETrUCTPAllMOHHBIA HOMEpP, KOJ
HaJIOTOIUIATEIbIIMKA B CTPAaHE PErucTpaluy (MHKOPIIOpAIMU) WM €ro aHaJIor), MECTO HaXOXKICHUS
MIPOU3BOJICTBEHHBIX IIJIOLIAJ0K, YYACTBYIOUIMX B MPOLIECCE TPOU3BOICTBA JIEKAPCTBEHHOT'O Mpernapara, ¢
YKa3aHUEM CTaJIMM Ipoliecca MPOU3BOJICTBA;

(m. 1 B pea. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMMEHOBAaHME JIEKAPCTBEHHOrO Ipemnapara (MeXAyHapoJHOE HEMaTeHTOBAaHHOE, WU
IpyNIHMPOBOYHOE, MM XUMUUYECKOE M TOPrOBOE€ HAUMEHOBAHMS);
(B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep PerucTpalmoOHHOTO y10CTOBEPEHHs JICKApCTBEHHOTO Npenapara;

4) nexapcTBeHHas GopMa C yKazaHHEM JO3UPOBKHU JIEKAPCTBEHHOTO Tperapara U ero KOJW4ecTBa
BO BTOPUYHOH (MMOTPEOUTENHCKOM) YIIAKOBKE, a TAK)KE KOMITJIEKTHOCTB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3apeructpupoBaHHas MpeJiebHas OTIYCKHAs IIeHa Ha JIeKapCTBEHHBIH Mpenapar B pyoisix;
(B pen. ®exnepanbHoro 3akona ot 27.12.2019 N 475-03)

6) mata U HOMeEp MpHKa3a YHOJTHOMOYEHHOTO (hefepaibHOr0 OpraHa HCIOTHUTEIHHOW BIIACTH O
rOCyIapCTBEHHOW PETUCTPALIMU WU MEPEPErUCTPALlUY TPEACIbHON OTIYCKHOM IIEHBI Ha JICKAPCTBEHHBIN
mpemapaT, BKIIOUEHHBIH B TMEepeueHb JKU3HEHHO HEOOXOJMMBIX M BaXHEWIIUX JIEKapCTBEHHBIX
MpEnaparTos.;

(B pen. @eaepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 06.06.2019 N 134-D3)

6.1) nata BCTYIJIEHHUS B CHIJIy MpPHKa3a YIOJHOMOYEHHOIO (eiepaIbHOrO OpraHa MCIOIHUTEIbHON
BJIACTU O TOCYJApCTBEHHOW PETrUCTpallid WM TEePEepPerucTpalud MpeAesibHOW OTIYCKHOM IIeHbI
MIPOM3BOIUTENSI Ha JICKAPCTBEHHBIN Ipemnapar, BKIIOYCHHBIM B TEPEUeHb XKU3HEHHO HEOOXOIMMBIX M
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BO)KHEHINX JICKAPCTBEHHBIX IPETIapaToB;
(m. 6.1 BBenen denepanbHpiM 3aK0HOM 0T 06.06.2019 N 134-D3)

7) WTPUXOBOW KOJ, HAHECCHHBIH HAa BTOPUYHYIO (ITOTPEOUTEILCKYIO) YIIAKOBKY JICKAPCTBEHHOTO
npernapara;
(n. 7 BBenen denepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) Koja NEeKapCTBEHHOrO Mpemnapara MO aHAaTOMO-TEPAEeBTHUYECKO-XUMUYECKON KIIACCU(UKAIINH,
pEeKOMEHI0BaHHOW BcemupHol opranu3anueit 3[paBoOXpaHeHus.
(. 8 BBeneH PenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

3. TocymapcTBeHHasi perucrpamnus WM [epeperucTpamnus MpeneiabHbIX OTIYCKHBIX IIeH Ha
JICKapCTBEHHBIE TMPENapaTrhl, BKIIOUYEHHBIE B TMEPEYEeHb JKU3HEHHO HEOOXOJMMBIX M BaXKHEUIINX
JIEKapCTBEHHBIX IpENaparoB, BEACHHUE TOCYJapCTBEHHOTO peecTpa MpelelbHBIX OTIMYCKHBIX IIeH
MIPOU3BOINTEINICH HA JIEKapCTBEHHBIE IpenapaThl, BKIIOYCHHBIC B MEPEUCHb )KU3HEHHO HEOOXOAMMBIX U
BOXHEHIIUX  JIEKAPCTBEHHBIX  IPENapaToB, OCYLIECTBISAIOTCA B  MOPSAAKE, YCTAaHOBIECHHOM
[IpaBurensctBoM Poccuiickoit denepanun.

(B pen. @exnepanbHoro 3akoHa ot 06.06.2019 N 134-03)

Cratbsa 63. YcTaHOBNEHMEe UCMOMHUTENbHLIMU OpraHamu cy6bekToB Poccumnckowm
depepaumn npefenbHbIX pa3MepoB OMNTOBbIX Haab6aBOK W npefernbHbLIX pa3MepoB
PO3HUYHbIX HaabaBoK K aKTUYEeCKUM OTMYCKHbIM LEeHaM, YCTaHOBJIEHHbIM
npou3BOAUTENSAMU JeKapCTBEHHbIX MpenapaTtoB, Ha reKapcTBeHHble npenaparhbl,
BKIIIOYEHHbIe B MepeyYeHb XU3HEHHO Heo6XOoAUMbIX M BaXHEULWUX JeKapCTBEeHHbIX
npenaparos
(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)

1. HcnonHutensHbple opranbel cyObekToB Poccuiickoit @enepanuu yCTaHaBIMBAIOT IpeesIbHbIE
pa3Mepbl ONTOBBIX HAa/10aBOK U MPeAEIbHbIE pa3Mepbl PO3HUYHBIX HAI0aBOK K (PAKTUYECKUM OTITYCKHBIM
neHaMm (6e3 ydera Hajmora Ha J0OaBIEHHYIO CTOMMOCTb), YCTAHOBJIEHHBIM IPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX IIPENapaTroB, Ha JIEKAPCTBEHHBIE IIpENaparhl, BKIIOYEHHBIE B IEPEUYCHb KU3HEHHO
HEOOXO/IMMBIX U Ba)KHEHIIINX JIEKAPCTBEHHBIX IPENapaToB, B COOTBETCTBUM C YTBEPXKIECHHOU B MOPSJIKE,
YCTaHOBJICHHOM IIpaBuTENBECTBOM Poccuiickon denepanny, METOJAMKON  YCTAHOBJICHUS
UCTIOJHUTENIbHBIMUA OpraHaMu cyobekToB Poccuiickoit deaepanuu mnpenenbHbIX pa3MEpOB ONTOBBIX
Ha7A0aBOK M TMpEAETbHBIX pa3MEpPOB PO3HUYHBIX HAJA0aBOK K (PAKTUYECKUM OTIYCKHBIM IIEHAM,
YCTaHOBJIEHHBIM IPOM3BOJUTENSAMU JIEKAPCTBEHHBIX IPENAapaTOB, Ha JIEKApCTBEHHBIE IIpENaparsl,
BKJIIOUEHHBIE B TME€PEUEHb JKU3HEHHO HEOOXOAMMBIX M BaXHEMIIMX JIEKAPCTBEHHBIX IPENapaToB.
[TpoexThl perieHnit HCIIOTHUTEIBHBIX OpraHoB cyObekToB Poccuiickoit ®@enepanun 06 yCTaHOBICHUH U
(W) WM3MEHEHUU IMpeNelbHBIX Pa3MEPOB ONTOBBIX HAI0aBOK W MpeNeiIbHBIX Pa3MEPOB PO3HHUUHBIX
Ha/10aBOK K (aKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJECHHBIM IPOU3BOAUTENISIMU JIEKAPCTBEHHBIX
MpernapaToB, Ha JIEKApPCTBEHHbIE Iperaparbl, BKIIOUYEHHbIE B IEpPEUYEHb >KU3HEHHO HEOOXOIMMBIX H
BOXHEUIINX JIEKAPCTBEHHBIX MPENapaToB, MOJJIEKAT COrTIACOBAHUIO C YIIOJIHOMOYEHHBIM (eiepaabHbIM
OpPraHOM HCIIOJIHUTENBHON BIACTH, OCYIIECTBISIONIMM (DYHKIUU [0 IPUHATHIO HOPMATUBHBIX MTPABOBBIX
aKTOB M KOHTPOJIIO 32 COOIIO/IEHUEM 3aKOHOATENNbCTBA B c(hepe rocyAapCTBEHHOTO PEryJIMpPOBaHUS LIEH
(TapudoB) Ha ToBapsI (YCIyTH), B MOpsiAKe, ycTaHOBIeHHOM [IpaBuTenscTBoM Poccutickoit @eneparmm.
(B pen. ®enepanbubix 3akoHOB OoT 13.07.2015 N 241-®3, ot 27.12.2019 N 475-®3, ot 08.08.2024 N
232-®3)
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2. OpraHuzanuy ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMM, AaNTEYHbIE OpraHU3alHH,
WH/IMBUYaIbHbIE TPEANPUHUMATENN, HMEIOIIUE JHIEH3UI0 Ha (apMaleBTUYECKYIO JESTeNbHOCTD,
MEIMLUHCKUE OpraHu3allui, HUMEIOIMe JIMIEH3UI0 Ha (DapMaleBTHUECKYIO JesTEeIbHOCTb, U HX
000CO0JICHHBIE TOAPA3ACICHHS, PACIOIIOKEHHBIE B CEIbCKMX HACENEHHBIX ITyHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEUHbIE OPraHU3allMM, OCYLIECTBISAIOT PpEAJIN3aALUI0 JIEKAPCTBEHHBIX Ipenaparos,
BKJIIOYCHHBIX B TEPEUYCHb >KU3HEHHO HEOOXOIMMBIX M BAXXHEWIIHMX JIEKAPCTBEHHBIX IPENaparoB, II0
LIeHaM, KOTOpble (OPMHUPYIOTCSI B COOTBETCTBUU C HOPSAKOM, YCTaHOBJIEHHBIM IIpaBUTEIHCTBOM
Poccuiickoit ®@enepauuu, U ypoBeHb KOTOpPbIX (0e3 yyera Hajora Ha J00aBICHHYIO CTOMMOCTB) HE
JOJDKEH TpPEBBIIATh CyMMY (DAKTHYECKOM OTIYCKHOW II€HbI, YCTAHOBJIEHHOH IPOU3BOAUTENIEM
JIEKAPCTBEHHOI'0 IIpernapara, He IPEBBIIIAIOIICH 3aperuCTPUPOBAHHON WM IEPEPETUCTPUPOBAHHOU
IpeJeNbHOW OTHYCKHOM LieHBbl Npou3BOAMTENs (Ha JaTy peaau3alM JIEKapCTBEHHOro Ipernapara
IIPOU3BOJUTENIEM), M pa3Mepa ONTOBOM Hax0aBKu U (MIM) pa3Mepa pO3HUYHOM Haa0aBKu, He
IIPEBBIIIAIOIINX COOTBETCTBEHHO pa3Mepa MpeesIbHOM onTOBOM Haj0aBKu U (WIK) pa3Mepa npeaeabHOR
PO3HUYHOI HaJI0aBKH, YCTaHOBJIEHHBIX B cyOBbekTe Poccuiickoit denepanuu.

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 475-D3, ot 08.08.2024 N 323-D3)

3. UcnonuutenbHble opraibl cyobekroB Poccuiickoit @enepanuu pasmemator B cetu "Murepuer”
UHGOpPMALIMI0O O 3apErMCTPUPOBAHHBIX MPENENbHBIX OTHYCKHBIX I€HAaX IMPOMU3BOJUTENEH Ha
JIEKapCTBEHHbIE IIpenaparbl, BKJIIOUYEHHbIE B IE€PEUEHb HKU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX IIpenaparoB, 00 YCTaHOBJIEHHBIX B cyObekTe Poccuiickoit denepanuu npenenbHbIX
pa3Mepax ONTOBBIX HAaI0ABOK M (WJIM) MpEAETbHBIX pa3Mepax PO3HUYHBIX HAZ0aBOK K YCTaHOBIICHHBIM
IIPOU3BOIUTENISIMU JICKAPCTBEHHBIX MpenapaToB (akTUUYECKUM OTIIyCKHBIM II€HAM Ha JIeKapCTBEHHbIE
IpernapaTsl, BKJIIOYEHHbIE B IE€PEUYEHb >KU3HEHHO HEOOXOAMMBIX U BaXHEMIIUX JIEKAPCTBEHHBIX
IIPENApaToB, a TAKXKE O CyMME 3apETMCTPUPOBAHHBIX MPENEIbHBIX OTIYCKHBIX IIEH MPOU3BOAUTENECH Ha
JIEKapCTBEHHbIE Ipenaparbl, BKJIIOUYEHHbIE B IMEpPEUEHb HKU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX IIpenapaToB, YCTAHOBJIEHHBIX B cyObekTe Poccuiickoit ®enepanuu mnpenenbHbIX
pa3MepoB ONTOBBIX HAJI0ABOK U MpPENENbHBIX pa3MEPOB PO3HUYHBIX Ha/10aBOK M HAJIOra Ha J0OaBIECHHYIO
croumMocTb. MHdopmarus, nperycMOTpeHHas HACTOAIIEH 4YacTblo, JOJDKHA HAaXOIUThCS Takke B
anTEeYHbIX OpraHU3alusAX B JOCTYIHOMN JUIsl BCEX 3aMHTEPECOBAHHBIX JIUI (hopMe U OOHOBISATHCS MO Mepe
ee pa3MelleHHsI HCIIOJHUTENbHBIMU opraHamu cyobekToB Poccuiickoii @eneparun B cetu "MHTepHeT".
(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 475-®3, ot 08.08.2024 N 232-D3)

4. Yrpatun cuity ¢ 1 mapra 2020 rona. - @enepanbhbiii 3akoH o1 27.12.2019 N 475-03.

Masa 13. MOHUTOPUHI 9PPEKTUBHOCTU U BE3OINMACHOCTHU
NEKAPCTBEHHbIX NMPEMNAPATOB, HAXOOALWUXCA B O6GPALLEHUA
B POCCUUCKOWN ®EOEPALIUN
(B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

CraTtbsa 64. ®dapmakoHagsop

(B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIE MpeTapaThl, HaxoasAmuecs B oopamieHun B Poccuiickoit deneparuu, moajiexar
MOHHUTOPHUHTY A(G(GEKTUBHOCTH U O€30MacCHOCTH B IIENIAX BBISBICHUS BO3MOXKHBIX HETaTHBHBIX

HOCJ'IG)]CTBI/II\/’I X HOpUMCHCHHA, I/IHJII/IBHJIY&J'IBHO?I HEIICPCHOCUMOCTH, NPEAYNPECIKACHUA MCIUIIMHCKUX
pa6OTHI/IKOB, CrICuuaJuCTOB B o0iactu BCTCPUHAPUH, TMAIIMCHTOB HJIM BJIAACIIBICB JKXKUBOTHBIX MU HUX
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3aIIMTHI OT MPUMEHEHUS TaKUX JICKAPCTBEHHBIX PEapaToB.
(B pen. @exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. ®dapMakoHAJ30p OCYIIECTBISETCS COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (heaepaabHbIM
OpPraHOM HCTIOJHUTEILHOW BIIACTH B YCTAaHOBIEHHOM WM MOPSJIKE C YY4ETOM TpPeOOBaHUUN HACTOSIIETO
@denepalibHOTO 3aKOHA M aKTOB, cocTaBisitommx mnpaBo Coro3a, MyTeM aHald3a MpeAoCTaBiIseMOn
CyObeKTaMu  OOpalieHHus JICKQpCTBEHHBIX CpPEACTB HWHQPOpMANMM O TMOOOYHBIX  JCHCTBHSX,
HEXKeJIaTEJIbHBIX PEaKIMIX, CePbE3HBIX HEXEJIaTeIbHBIX PEaKIHUIX, HEMpPeIBUJICHHBIX HeXelaTeIbHbIX
peaKuusx TpH NPUMEHEHHH JICKQpPCTBEHHBIX IMPENapaToB, 00 WHAWBUAYAIBHONH HENEPEHOCHMOCTH,
OTCYTCTBUH 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MIPEMapaTOB, a Takke 00 UHBIX (aKkTax U 0OCTOATEIbCTBAX,
MPEJICTABJISIONINX YIPO3y JKU3HM WM 370POBBI0 YEJIOBEKAa JIMOO KUBOTHOTO TIPU TNPUMEHEHUH
JIEKapCTBEHHBIX MPENapaToB M BBIABICHHBIX HA BCEX ATamax oOpalleHus JEKapCTBEHHBIX MpernapaToB B
Poccuiickoit denepanuu u Jpyrux rocy1apcrpax.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-D3)

3. CyObekThl oOpaleHus JICKApCTBEHHBIX CPEJCTB B MOPSIKE, YCTAHOBICHHOM YITOJIHOMOYEHHBIM
denepalbHbIM  OPraHOM  HCIOJHHUTENBHOM BIIACTH, O00s3aHBI COOOIIATh B  YIOJHOMOYCHHBIH
dbenepanbHBIA OpraH HCIOJHUTEIBHONH BIACTH O TOOOYHBIX JEHCTBUSX, HEKENATEIHHBIX PEAKIUSX,
CEpPBE3HBIX HEXKEIATEIbHBIX PEAKIUAX, HEMPEIBUICHHBIX HEXKEIATCIbHBIX PEAKIUAX MPU MPUMCHEHUU
JICKaPCTBCHHBIX TIPErapaTroB, 00 WHAMBHIYAIbHOH HENEPEHOCHMOCTH, OTCYTCTBHHM J(P(EKTUBHOCTH
JICKApCTBEHHBIX IPEMapaToB, a Takke 00 MHBIX (pakTax U OOCTOSATENBCTBAX, MPEICTABISIONINX YIPO3Y
KU3HU WA 3JIOPOBBIO YEIIOBEKA JIMOO >KUBOTHOIO MPHU TMPUMEHEHUH JICKAPCTBCHHBIX IPETApaTOB H
BBISIBJICHHBIX Ha BCEX 3Tamax OOpalleHHUs JICKapCTBEHHBIX TmpernapatoB B Poccuiickoit denepanuu u
JIPYTHX TOCYIapCTBAX.

4. JlepaTenu WU BIAAENBIBI PETUCTPAIMOHHBIX YIOCTOBEPEHMI JIEKAPCTBEHHBIX IMPENapaToB,
IOPUIMYECKHE JIUIIA, HA UM KOTOPBIX BBIIAHBI pa3pelieHus] Ha MPOBEJCHUE KIMHUUYECKUX HCCIIeTOBAHUN
B Poccuiickoii ®Denepanuu, au00 YMOIHOMOYEHHBIE HMH JpyTHE OpUAMYECKHE JHIIA B paMKax
obecrieueHrs 0€30MaCHOCTH JIEKaPCTBEHHBIX MPEMAapaToOB B MOPSIIKE, YCTAHOBIEHHOM COOTBETCTBYIOIITUM
YIOJTHOMOYEHHBIM (hefiepadbHbIM OPraHOM HCIOJHUTENBbHON BIAcTH, OOSI3aHBI OCYIIECTBISATH MPHEM,
yder, o0paloTKy, aHaliu3 M XpaHEHUE TMOCTYMAIIUX B HX aJpec OT CYOBEKTOB OOpaIleHUs
JIEKapCTBEHHBIX CPEACTB M OPraHOB TOCYJApPCTBEHHON BJIACTU COOOIIEHUN O TMOOOYHBIX AECHCTBHUSAX,
HEXEJIaTeIIbHBIX PEaKIUAX, CEPhE3HBIX HEXKEIATeIbHBIX U HEMPEABUICHHBIX HEXKEIATSIbHBIX PEaKIIUIX
IpU TPUMEHEHHH JIEKapCTBEHHBIX IMpenapaToB, 00 OCOOEHHOCTAX HMX B3aUMOACUCTBUS C APYTHUMHU
JIEKApCTBEHHBIMU TIpeNapaTamMy, WHIWBHIYAJIbHOM HEMEPEHOCHMOCTH, a TaKke 00 HHBIX (akTax u
00CTOSITENLCTBAX, MPEACTABISIONINX YIPO3y JKU3HH WU 3J0POBBIO0 YelOBEKa JTHOO >KMBOTHOTO WIIU
BIMSAIONIMX HAa W3MEHEHHE OTHOIICHUS OXHUIAAEMOW TMOJB3bI K BO3MOXXHOMY PHCKY TPHUMEHEHUS
JIEKapCTBEHHBIX MIPENapaToB.

5. Ilpu BbIsSBIEHUM HWH(OPMALUKA O CEPbE3HBIX HEKEIATEIbHBIX PEAKIMSIX M HENpeaBUACHHBIX
HEXXEJIATeNbHbIX PEAaKUUAX TNpUd NPUMEHEHHUH JIEKAPCTBEHHBIX IpenapaToB, 00 OCOOEHHOCTSAX HX
B3aMMOJICHCTBUS C IPYIMMH JIEKapCTBEHHBIMH IpenapaTaMiu, WHIUBUIYaIbHOW HENEpPEeHOCHUMOCTH, a
Takke 00 MHBIX (haKTaxX U 0OCTOATEIHCTBAX, BIUSIOMINX HA H3MEHEHUE OTHOIICHUS 0XKHJIaeMON MOJIb3bI K
BO3MOXHOMY PpHUCKY TIPUMEHEHHUS JIEKapCTBEHHBIX IIPENapaToB, JepXaTelud WIM  BIAAEbIbI
PETUCTPALIMOHHBIX yIOCTOBEPEHUH JIEKApCTBEHHBIX NPENAapaToB, IOPUANYECKUE JIMIIA, HA UMsI KOTOPBIX
BBIIaHBI pa3pellieHus] Ha MpOBEJCHHE KIMHUYECKUX uccienoBaHuil B Poccuiickoit denepanuu, 11bo
YIOJIHOMOYEHHBIE MMM JpyTue MOpUAMYECKHE JHIa O0sS3aHbl NPUHATH MeEpbl, HaINpaBICHHBIE Ha
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yCTpaHEHHE  HEraTUBHBIX  TOCIEACTBUNA  NPUMEHEHUS  TaKUX  JIEKAPCTBEHHBIX  IPErapaTos,
NpeaypeKaeHne TPUYMHEHHUS Bpeia )KU3HUA WM 37J0POBBIO YeloBeKa JHO0O0 KUBOTHOTO, 3aIIUTY UX OT
MIPUMEHEHUS TAKUX JIEKAPCTBEHHBIX IIPENapaToB, Ha JTOMOJIHUTEIbHBIA cOOp TaHHBIX 00 3 PeKTuBHOCTU
1 0€30MaCHOCTH TAaKUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HECOOOIICHUE UITH COKPBITHE MH(POPMAIIMH, TIPETYCMOTPEHHON YacThIO 3 HACTOSIIICH CTaThH,
JepKaTed WA  BJIQJACNbLbl  PETUCTPALMOHHBIX  yJIOCTOBEPEHUN JIEKAPCTBEHHBIX  IpENnaparos,
IOPUANYECKHE JIUIA, HA UM KOTOPBIX BbIJIAaHbI pa3peIICHUsI Ha TPOBEACHUE KIIMHUYECKUX HCCIIeI0BaHUN
B Poccuiickoit ®enepanuu, nuO0 YIMOTHOMOUYEHHBIE WMH JPYTHE HOPUIAYCCKUE JIMIA, a TaKKe
JOJDKHOCTHBIC JIMIIA, KOTOPHIM 3Ta WMH(OpMalus craja HW3BECTHA IO POy HMX NpodecCHOHATbHOU
JIEATEIIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoit denepauuu.

7. Ilpu nosy4eHuH yMOJIHOMOYEHHBIM (eiepalibHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH B PaMKax
OCYyIIECTBIICHUsI MM (hapMakoHaa30pa TOKA3aTeNbCTB O HECOOTBETCTBHH JICKAPCTBEHHOTO Mpenapara
YCTQHOBJICHHBIM TpPEOOBaHUSM WM NpPU MOJYyYEHMH HMH(GOpPMALMM O HECOOTBETCTBMM JAHHBIX 00
3G GEKTUBHOCTH ¥ 0 0E30IaCHOCTH JIEKAPCTBEHHOTO Iperapara JaHHBIM O JIEKAPCTBEHHOM IIperapare,
coJiep KalIMMcs B MHCTPYKIUH IO €ro MPUMEHEHHUIO (B TOM YHMCIIE BBISBICHHBIX B XOJ€ OCYIIECTBICHHUS
(bapMakoHaa30pa KOHTPOJIHHO-HAJ30pPHBIMUA OpPTaHAMH WHOCTPAHHBIX TOCYAApCTB), YHMOJHOMOYEHHBIN
(benepanbHbIl OpraH MCIOJHUTEIBHON BJIACTH B YCTAHOBJICHHOM MM MOpSJIKE pacCMaTpUBAECT BOIIPOC O
MIPUOCTAHOBJIEHUU IIPUMEHEHUS TAKOT0 JIEKAPCTBEHHOI'O IIperapara.

[Tpumeuanwue.
C 01.01.2026 naumenoBanue ct. 65 uznaraercs B HoBo peaakiuu (O3 ot 30.01.2024 N 1-D3).

CraTtbs 65. [lpuocTaHOBNEeHMe NPUMEHEHUs! IeKapCTBEHHOro npenapara

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

IIpumeuanue.
C 01.01.2026 B u. 1 ct. 65 BHOCcsATca uamenenus (O3 ot 30.01.2024 N 1-D3).

1. HpI/I IMOJIYUYCHHUN I/IH(bOpMaHI/II/I 0 HEXKCIATCIbHBIX PCAKIUAX IMPU NPUMCHCHUHU JICKAPCTBEHHOT'O
IpenapaTta, HE yKa3aHHBIX B MHCTPYKLHH IO IPHUMEHEHHUIO JIEKAPCTBEHHOI'O Ipemnapara, Cepbe3HBIX
HEXeNaTeNbHBIX peakiusiX, 00 OCOOEHHOCTAX €ro B3aUMOJEWCTBUS C JAPYTUMHU JIEKapCTBEHHBIMU
npernapaTtamu, KOTOpbIE MOTYT MPEACTABIATh YTPO3y KU3HU MITH 370POBBIO YeJIOBEKa JIMO0 KMBOTHOTO, a
TaK’k€ 0 HECOOTBETCTBUU JaHHBIX 00 3PQPEKTUBHOCTH U O OE30MAaCHOCTH JIEKAPCTBEHHOTO Ipernapara
JAaHHBIM O JIEKApPCTBEHHOM IIperapare, CoAepKalluMcsi B MHCTPYKIMH 110 €ro IPUMEHEHHIO, B TOM YUCIIE
OT YNOJHOMOYEHHBIX OPraHOB HMHOCTPAHHBIX TOCYIapcTB, OOMEH KOTOpPOM OCYLIECTBISETCS B
COOTBETCTBUM C COTJIAIICHUSAMH MEXIY YTOJHOMOUYEHHBIM (ellepalbHbIM OPraHOM HCIIOJHUTEIbHON
BJIACTH U YIOJHOMOYEHHBIMH OpPraHaMU HMHOCTPAaHHBIX TOCYAAapCTB, YIOJHOMOYEHHBIN (enepabHbIi
OpraH UCIOJIHUTEIIbHOW BJIACTU PacCMaTpUBAET BOIPOC O BO3MOKHOCTH HMPUOCTAHOBICHHS OOpalleHHs
TaKoro JIEKapCTBEHHOTO Ipenapara B TOpPSAIKE, YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM (¢eaepanbHbIM
OpPraHOM MCIOJIHUTEIbHON BIACTH.
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IIpumeyanue.
C 01.01.2026 4. 2 ct. 65 uznaraercs B HoBoi penakuuu (D3 ot 30.01.2024 N 1-D3).

2. llpy HEWUCIIOJIHEHWU WM HEHAJJIeXallleM MWCIIOJIHEHUN JIep’KaTelsIMM WIM  BIaJelbliaMU
PErUCTPAllMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IPENaparoB, IOPUAUYECKUMHU JIHMIAMU, HA UM
KOTOPBIX BBIJIAHBI PA3pEIICHUS HA IPOBEACHUE KIMHUYECKUX HccienoBanuid B Poccuiickoii denepanuuy,
WM YIOJHOMOYEHHBIMU UMH JIPYTUMU IOPUINYECKUMU JIUIAMU 0053aHHOCTEH, YCTaHOBJICHHBIX YacTsIMU
3 u 4 cratpu 64 Hacrosero deaepanbHOrO 3aKOHA, JIMOO B CIIyYasx MPEACTaBICHUS COOTBETCTBYIOIIUM
YIOJHOMOYEHHBIM (eiepalIbHbIM OPraHOM HCIOJHUTENBHOM BIIACTH 3aKIIOYEHUS O HEJOCTOBEPHOCTH
Pe3yJIbTaTOB KIMHUYECKOIO UCCIIEOBaHMS JIEKAPCTBEHHOTO Mpenapara /i MEJULUHCKOT0 IPUMEHEHUS,
KOTOPO€ OCHOBAHO Ha pe3yJibTaTaX MPOBEPKH MEIULMHCKOM OpraHM3allH, MPOBOJMBILEH YKa3aHHOE
KJIIMHUYECKOE MCCIIEI0BAaHNE C HAPYILIEHUEM MIPaBUJ Ha/JIeXKallel KIMHUYECKONW MPaKTUKK, U IIPUBEIIO K
MOJIyYEHUIO HEJAOCTOBEPHBIX PE3YyJbTaTOB, JIMOO B CiIy4ae HEBBINOJIHEHHS MPEANHUCAHUS, BBIIAHHOTO
YIOJTHOMOYEHHBIM (peIepajbHbIM OpPraHOM HCIOJHUTENBHOW BJIACTH IO HMTOTAM OCYIIECTBICHUS
BBHIOOPOYHOI'O KOHTPOJISI KauecTBa JICKAPCTBEHHOI'O IMpernapara, YIOJTHOMOUYEHHBIH (eepalbHbIil opran
HCIIOJIHUTEJIBHON BJACTU B YCTAaHOBJIEHHOM MM IOPSIKE paccMaTpUBAET BOIPOC O MPUOCTAHOBICHHUU
MIPUMEHEHHUSI TAKOT'0 JIEKApCTBEHHOT' 0 Ipernapara.

IIpumeyanue.
C 01.01.2026 4. 4 ct. 65 yrpauuBaet cuiy (O3 ot 30.01.2024 N 1-D3).

3. YnonHoMOuYeHHBIH (enepalbHblii OpraH HCIOJIHUTEIbHOW BIACTU IMPH NPEJICTaBICHUU €My
CBEICHMI O HECOOTBETCTBUM IPOU3BOAMTENS JICKAPCTBEHHBIX CPEICTB TpPeOOBaHMSM IPABMI
HaJuIexallel Mporu3BOJICTBEHHON MPaKTUKU U (WJIM) O HAPYIIEHUH JIMLIEH3UOHHBIX TpeOOBaHUM, KOTOphIE
ObUIM BBISBJIIEHBI B XO/€ NPOBEIEHUS WHCIEKTHPOBAHUS MPOU3BOAMTENS JEKAPCTBEHHBIX CPEJICTB MIIH
OCYIIECTBJICHUS JIMIIEH3UOHHOTO KOHTPOJIA B cpepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U MPUBEIN
WU MOTYT IIPUBECTH K INPOM3BOJCTBY JIEKAPCTBEHHBIX IPENApaToB I MEIULMHCKOTO NPUMEHEHHs,
MPUYMHUBIIUX UM CIIOCOOHBIX TPUUMHUTH BPE]l )KM3HU WK 3I0POBBIO IPaXJAaH, pacCMaTPUBAET BOIPOC
O TPUOCTAHOBJIEHUU IPUMEHEHHUs JIEKaPCTBEHHBIX IIPENapaToB I MEAUIUHCKOrO INPHUMEHEHHS B
YCTAHOBJICHHOM MM MOPSJKE B CICAYIONIUX CIydasX:

1) coctaB M (WIM) TEXHOJOTHS TMPOU3BOJACTBA JICKAPCTBEHHOTO Mperapara Ui MEIUIUHCKOTO
HpI/IMeHeHHﬂ (C OITMCAaHUECM CTa}II/II\/II HpOI/ISBOJICTBa) OTJINYAKOTCA OT 3adABJICHHBIX B peFI/ICTpaHI/IOHHOM
JIOCBE;

2) neKapCTBEHHBIN TMpernapar Jjis MEIUIIMHCKOTO MPUMEHEHHUS TPOU3BEIeH Ha POU3BOJACTBEHHON
IUIOLIAJIKE, HE YKA3aHHOM B PETMCTPALIMOHHOM JIOCHE;

3) y HOpOU3BOAMTENS JEKApPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI, IMOATBEpPXKAAIOIINe
COOTBETCTBHE KAaueCTBa JICKAPCTBEHHOI'O IIpenapara Uil MEAULUHCKOIO IPUMEHEHUS, BBOJHMMOIO B
rpaXxaIaHCKHUI 000pOT, TpeOOBAHUSM, YCTAHOBJICHHBIM IPU €r0 TOCYIapCTBEHHOMN perucTpaiy;

4) MMPOU3BOJAUTCIICM  JICKAPCTBCHHBIX CPCACTB B COIJIaCOBAHHBIA C COOTBCTCTBYIOIIIUM
YIOOJIHOMOYCHHBIM q)ejlepa.]'H)HI)IM Oopranom HCIIOJIHUTEILHON BIIACTH CpPOK HE€ YCTPAaHCHBI HAPYLICHUA
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TpeOOBAaHUI MpaBUII HAUICKANICH MPOU3BOJICTBEHHON NMPAKTHKH W (WJIH) JUICH3HOHHBIX TPEOOBAHMIA,
KOTOPELIC ObBUIH BLIABJIEHBHI B X0AC IMPOBCACHHUA HHCIICKTUPOBAHUA IMMPOU3BOAUTCIIA JICKAPCTBCHHBIX
CPE/CTB WJIM OCYIIECTBJICHHUS JTUIICH3MOHHOTO KOHTPOJIS B cpepe MPOU3BOCTBA JICKAPCTBECHHBIX CPEICTB
U NPUBCIMA WA MOT'YT NPUBCCTH K HNPOU3IBOACTBY JICKAPCTBCHHBLIX MNPCIapaTtoB IJId MCEAUIIMHCKOI'O
MPUMEHEHHS, TIPUIMHUBIINX MK CIIOCOOHBIX MPUYUHUTD BPEJT )KU3HU WM 3JJ0POBBIO TPaXKIaH.

(uactb 3 BBeneHa OenepanbHbiM 3aKk0HOM OT 04.06.2018 N 140-D3)

4. YomTHOMOYCHHBIN (heepaibHbIi OpraH UCIIOJIHUTEILHON BJIACTH IIPU HAJIMYUHU y HETO CBEACHUI
O HECOOTBETCTBUU MPOU3BOJIUTEINS JICKAPCTBEHHBIX CPEJACTB TPEOOBaHUSAM TMPaBWI HaJIekKalIen
MIPOU3BOJICTBEHHONW MpPaKTUKW U (UJIM) O HAPYUICHUHU JIMLIEH3UOHHBIX TpPeOOBaHUN, KOTOpHIE ObUIM
BBISIBIIGHBI B XOJI€ TPOBEICHUS HWHCIEKTUPOBAHMS TPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB MU
OCYIIECTBIICHUS JIMIIEH3HOHHOTO KOHTPOIIA B cpepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB U MPHUBEIU
WM MOTYT IPHUBECTH K MPOU3BOJICTBY JIEKAPCTBEHHBIX MPENAPATOB JISI BETEPUHAPHOTO MPUMEHEHUS,
MPUYMHUBIIUX WM CIOCOOHBIX MPUYUHUTH BpPEJ >KU3HH WU 3JI0POBBIO KUBOTHBIX, PAacCMaTpPUBACT
BOIIPOC O TIPUOCTAHOBIICHWU pEIM3allMd W TPUMEHEHUs JICKapCTBEHHBIX IpenapaToB s
BETEPUHAPHOTO MPUMEHEHHSI B YCTAHOBICHHOM UM TOPSIKE B CICAYIOIINX CIydasK:

1) cocraB u (WIM) TEXHOJOTWs NPOM3BOJCTBA JIEKAPCTBEHHOr'O IpernapaTra Jjisi BETEPUHAPHOTO
IPUMEHEHHs (C OMMCAaHMEM CTaJuil MPOM3BOJCTBA) OTIMYAIOTCS OT 3asBJICHHBIX B PETUCTPALlMOHHOM
JI0ChE;

2) nekapCTBEHHBIN Mpenapar /Ui BETEPUHAPHOTO MPUMEHEHHsI TPOU3BEICH Ha MPOU3BOJICTBEHHOM
IJIOLIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JI0ChE;

3) y mOpou3BOAWTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JIOKYMEHTHI, MOATBEp)KIAroIIne
COOTBETCTBHE KauecTBa JIEKAPCTBEHHOIO Ipernapara JUisi BETEpUHAPHOIO NPUMEHEHHUs, BBOAMMOIO B
rpaxJIaHCKHI 000poT, TpeOOBaHUIM, YCTAaHOBIEHHBIM IIPU €r0 IOCy1apCTBEHHON PEerucTpalny;

4) npou3BOAMTENEM JIEKaPCTBEHHBIX CpPEACTB B  COIJIACOBAaHHBIH C  COOTBETCTBYIOLIUM
YIOJIHOMOYEHHBIM (he/iepalibHbIM OpraHOM HCIIOJIHUTENIBHONW BJIACTU CPOK HE YCTpPAHEHBI HapyIIEHUs
TpeOOBaHUI MpaBUJl HaJyIeXkKalled MPOU3BOJCTBEHHOW MPAKTUKU U (WIM) JULEH3UOHHBIX TpeOOBaHU,
KOTOpbl€ OBUIM BBISBICHBI B XOJ€ NPOBEIEHUS HMHCIEKTUPOBAHMUSA IPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB MM OCYLIECTBICHHUS JUIIEH3MOHHOTO KOHTPOJIS B cpepe MPOU3BOACTBA JEKAPCTBEHHBIX CPEJCTB
U TIpUBEJIM WIM MOTYT NPHUBECTH K MPOM3BOJCTBY JIEKAPCTBEHHBIX IpENapaTroB sl BETEPUHAPHOTO
MPUMEHEHHS, IPUIMHUBIINX WM CITIOCOOHBIX PUYUHUTH BPEJI KU3HH WIH 3JJ0POBBIO KHUBOTHBIX.

(uactp 4 BBeneHa PenepanbHbIM 3aKk0HOM 0T 04.06.2018 N 140-D3)

7. B mopsiake, mpeayCMOTPEHHOM YacThio 4 HACTOSIIEH CTaThU, YIOJIHOMOYECHHBIA (eaepaabHbIi
OpraH MCIOJIHUTEIBHOM BJIACTU pacCMaTPUBAET BOIIPOC O MPUOCTAHOBIIEHUH peal3allii U NPUMEHEHHUS
JIEKapCTBEHHOI'0 IpernapaTa JUIsi BETEPUHAPHOIO MPUMEHEHHS B CIy4yae BBISBICHUS B TIPa)JIaHCKOM
000poTe cepuu JEKapCTBEHHOTO Mpernapara JJisi BEeTepUHAPHOTO NPUMEHEHHUs, JOKYMEHThI M CBEICHUS O
KOTOPOH, MpeaycMOoTpeHHble JacTaMu | - 3 m 6 crateu 52.2 Hacrosmero denepanbHOro 3akoHa, He
NPEJCTaBICHbl B yKa3aHHBIH Oprad, JIMOO CeprUM MMMYHOOHOJOTHMUYECKOTO JIEKAPCTBEHHOTO Mpenapara
JUIsl BETEPUHAPHOTO MPUMEHEHMS], HE UMEIOIIEH pa3pelIeHns, TPEeTyCMOTPEHHOTO 4acThio § ctatbu 52.2
Hacrosimero denepanbHOro 3akoHa. B yka3aHHOM ciydae YIOJHOMOYEHHBIH (enepalbHbIi OpraH
WCIIOJIHUTENILHON BJIACTH MPUHUMAET PEIIeHHE O MPUOCTAHOBJIICHUU pealu3ali U MPUMEHEHUsS TaKuX
Cepuil /10 TpEeACTaBICHUS YKa3aHHBIX JIOKYMEHTOB M CBEJCHMH JHOO 10 MONy4YeHHUS YKa3aHHOTO
paspelieHus.
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(dactp 7 BBeneHa denepanbHbiM 3aKk0HOM OT 02.07.2021 N 317-D3)
CraTtbsa 66. UHpopmaumsa o pesynbTaTtax hapmakoHaasopa
(B pen. @enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

YronHOMOYEeHHBI  (enepanbHBIA  OpraH  WCIOJHHWTEIIBHOW  BJIACTH,  OCYIIECTBIISFOIITUI
(dhapmakoHaa30p, MO €ro pel3yibTaraM pa3MellaeT Ha cCBoeM oQuIManbHOM caiite B cetu "MHTepHeT"
HH(pOpPMAIIHIO O:

1) BbBISIBJICHMMW HOBBIX IMOATBCPKACHHBIX OAHHBIX O IMOOOYHBIX I[CflCTBH?IX, HEXCIIaTCIbHBIX
PCaKIUAX, CCPbE3HLIX HECKCIIATCIbHBIX PCAKIUAX, HCIPCABUIACHHBIX HCXKCIATCIbHBIX PCaKIOUAX IIPpH
IMPUMCHCHUM JICKAPCTBCHHOI'O IIPLIiapara, B TOM YHCJIC BIMAIOIINX HAa OTHOIICHHUEC O)KHHaeMOﬁ ITIOJIB3bI K
BO3MOXHOMY PUCKY IIPUMCHCHU NAHHOTO JICKAPCTBCHHOI'O IIpCIIapara,

2) NPUHATHIX PELICHUSX O BHECEHUH W3MEHEHUH B MHCTPYKLMIO 110 IPUMEHEHHIO JIEKAPCTBEHHOTO
npernapara, 0 IPUOCTAaHOBICHUM NMPUMEHEHUS JIEKapCTBEHHOTO Iperapara, 00 M3bATUU U3 OOpalleHus
JIEKapCTBEHHOTI'O Mpernapara Wik 0 BO300HOBIECHUH IPUMEHEHHUs JIEKAPCTBEHHOTO IIperapara.

Maea 14. U(HPOPMALUA O JIEKAPCTBEHHbIX MPENAPATAX. CACTEMA
MOHUTOPUHIA ABUWXXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
ansda MEQUUUHCKOIo NPUMEHEHUA
(B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

Cratba 67. UHdopmauma o nekapcTBeHHbIX npenapatax. Cucrema MOHUTOpPUHra
ABWXEHUS NleKapCTBEHHbIX NpenapaToB AN MeAULMHCKOrO NPUMEHeHUs
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. Madopmaruss o JeKapCcTBEHHBIX Ipenaparax, OTIYCKAaeMbIX IO PELEnTy Ha JIeKapCTBEHHBIH
mnpemnapar, AOJDKHAa COACPKATHECA TOJIBKO B CICHUAIM3WPOBAHHBIX H3JAHUAX, MNPCAHA3HAUCHHBIX JJIA
MEIULMHCKUX, (hapMalleBTUYECKHX PaOOTHUKOB, CIIEIMATNCTOB B 001acTu BeTepuHapuu. Hpopmanus o
JICKApCTBCHHBIX IpCraparax ajd CICIUaJInCTOB B o0OJacTu 06pameH1/1${ JICKAPCTBCHHBIX CPEACTB MOXKET
COZiepKaThCsl B MOHOrpausxX, CHPaBOUYHUKAX, HAYYHBIX CTaThsiX, B JOKJaJaX Ha KOHIPEccax,
KOHq)epCHIII/ISIX, CUMIIO3WYyMax, HAYUYHBIX COBCTAX, a TaKXKC B MWHCTPYKOUAX [0 IMPUMCEHCHUIO
JIeKapCTBEHHbIX PENapaToB.

(B pen. ®exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. NHdopmamus o JiekapcTBEHHBIX IpenapaTax, OTIyCKaeMbIX Oe3 pelernTta Ha JIeKapCTBEHHBIN
mpernapaTr, MOXET COJAepXKaTbCcs B IMyOJMKAIMUSIX U OOBSIBICHUSX CPEICTB MaccOBOM HHGpoOpMaIu,
CMELUAIN3UPOBAHHBIX U OOIIMX MEYaTHBIX M3JAHUAX, MHCTPYKLHUSAX 1O NMPUMEHEHHUIO JIEKapCTBEHHBIX
MIpernapaToB, MHBIX U3JaHUSIX CYOBEKTOB 0OpaIlleHHsI JIEKApCTBEHHBIX CPe/ICTB. PekiiaMHble MaTepuasl o
JIEKapCTBEHHOM TIIpernapare, OTIyCKaeMoM O0e3 perenta Ha JIEKapCTBEHHBIN Mpemnapar, JOJKHBI
COOTBETCTBOBATh MHCTPYKIMU IO IPUMEHEHHUIO JIEKAPCTBEHHOTO IIpenapara.

3. JlomyckaeTrcsi UCHOJb30BaHUE JIOOBIX MaTepHATbHBIX HOCUTENEH, MO3BOJIIONIMX XPaHUTD,
nepeiaBaTh U MCIOIb30BaTh MHPOPMAIIHIO O JIEKApCTBEHHBIX Ipernaparax 0e3 ee HCKaKeHUS.

4, I[J'I}I eiaen I/IJICHTI/I(I)I/IKaI_II/II/I YIOAKOBOK JICKAPCTBCHHBIX TMIPCIapaTtoB I MCEIUIHUHCKOTO
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IIPUMEHEHHs] NIPOU3BOAUTENN JIEKAPCTBEHHBIX CPENCTB B IOPsAJKE, yCTaHOBICHHOM IIpaBurenscTBOM
Poccuiickoit @enepanny, HAHOCAT HA NIEPBUYHYIO YIIAKOBKY (B OTHOILIEHUU JIEKAPCTBEHHBIX IIPENapaToB
U1l METUIIMHCKOTO MIPUMEHEHHUs, AJI1 KOTOPBIX HE MpelyCMOTpeHa BTOPUYHAs YIAKOBKA) U BTOPUYHYIO
(mOTpeOUTENBCKYI0) YIIAKOBKY JIEKAPCTBEHHBIX IPENapaTroB A MEIULUHCKOIO IMPUMEHEHUS CPEICTBa
UACHTUGUKALMY, 32 HUCKIIOUYEHHEM JIEKapCTBEHHBIX IPEnapaToB s MEAMLUHCKOrO IPUMEHEHUs,
IIPOM3BOJUMBIX ISl MPOBEACHUS KIMHUYECKUX HCCIEAOBAaHUMN, 3KCIOPTA, JIEKApCTBEHHBIX MPENapaToB
JUIE MEIULUHCKOIO IIPUMEHEHUs, YKa3aHHBIX B 4acTAX 5 u 8 crareu 13 Hacrosmero denepanbHOro
3aKOHa, paanodapMaIleBTUYECKHIX JEKAPCTBEHHBIX MPENapaToB, BHICOKOTEXHOJIOTUYHBIX JEKAPCTBEHHBIX
[IPENapaToB, KOTOPBIE IPOU3BEACHBI MAaJbIMU CEPHUSAMH, COCTOST U3 OJHOM WM HECKOJIBKHX 03
BBICOKOTEXHOJIOTMYHOIO JIEKAPCTBEHHOI'O Ipenapara, IpelHa3HaueHbl s KOHKPETHOIO IallMEeHTa,
UMEIOT KOPOTKHMH CPOK TOJHOCTH (10 AEBSIHOCTA KaJleHJApHbIX JHEH) U (WIM) TeMIepaTypHbIH pexxum
XpaHEHUs U TpaHCIOPTUPOBaHUsA MUHYC 60 rpaaycoB Llenbcus unu HUXe, MUABOK MEIULIMHCKUX U Fa30B
MEIULMHCKUX. /I IeKapCTBEHHBIX NIPENapaToB ¢ MEXyHAPOIHBIM HEMATEHTOBAHHBIM HAUMEHOBAHUEM
"Oranon" cpencTBO UAECHTU(UKALIMY HAHOCUTCSI HA BTOPUYHYIO (IIOTPEOUTENBCKYIO) YIIAKOBKY B CiIydae,
€ClIM Takas YINAKOBKa SIBJISETCA HMHIMBHIYaJbHOM BTOPUYHOM (IIOTPEOMTENBCKOM) YMAaKOBKOH 3TOTO
JIEKapCTBEHHOI'O Ipernapara, a B Cily4dae OTCYTCTBHMSI BTOPUYHOM (TOTPEOUTENBbCKOW) YMAKOBKU WM
HQJINYMS YIAKOBKM, B KOTOPOM HaxXoAuTCs Oojiee OJHOM €AMHHUIBI YKAa3aHHOTO JICKapCTBEHHOI'O
Ipernapara B IEPBUYHON YIIAKOBKE, CPEACTBO UACHTU(DUKAIIMY HAHOCUTCS HA IEPBUYHYIO YIIAKOBKY.
(uacts 4 BBemena denepanbHbiM 3akoHOM OT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
®enepanbHbix 3ak0HOB 0T 04.08.2023 N 428-03, ot 30.01.2024 N 1-03)

5. XapakTepucTHKH cpe/ICTBa UACHTU(UKALIMY, TOPSATIOK €r0 HAHECEHUsI U TPeOOBaHUs K CTPYKType
u ¢opmary wuHPOpPMAIMH, KOTOPYIO COJCPXKHT CPEIACTBO HMACHTH(PHKAIWH, ONPEICISIOTCS
[IpaBurenscTBoM Poccuiickon denepanuu.
(uactb 5 BBeneHa denepanbHbIM 3aKk0HOM 0T 28.12.2017 N 425-03)

6. Ilopsanmok co3gaHusi, pa3BUTHs, BBOJA B DOKCIUIyaTallMIO, S3KCIUIyaTallhd M BBIBOAA W3
JKCIUTyaTallud CHCTEMBbl MOHMTOpPUHIA JBMKECHHUS JIEKAPCTBEHHBIX IIPENApPaTOB I MEAMIMHCKOTO
NPUMEHEHMs, TOPSIOK TMpelocTaBieHus WHPOpPMaLUU, COJAEpKalleics B CHCTEME MOHHUTOpPHHIA
JBUKEHUSI JIEKAPCTBEHHBIX IPENapaToB Il MEJULUHCKOrO NMPUMEHEHHs, U MOPSAIO0K B3aUMOACUCTBUSA
yKa3aHHOM  CHUCTeMBl C  MHBIMM  TOCYJapCTBEHHBIMM  HMH()OPMAIMOHHBIMH  CHUCTEMaMH U
MH(OPMALMOHHBIMU CUCTEMAMHU IOPUINYECKUX JIUI U MHAUBUAYAIbHBIX PEANPUHUMATENEH, YKa3aHHBIX
B vacTsax 7 u 10 Hacrosmieil crarbu, ycraHasinuBarorcs IIpaButensctBom Poccuiickoit @eneparui.
OneparopaMu CcHCTEMbl MOHUTOPHHIA JIBUKEHHUS JIEKAPCTBEHHBIX IPENapaToB M MEAUIIMHCKOTO
NPUMEHEHHs SBISIOTCS  (DefiepasibHblii  OpraH MCIOJHUTENBHOW BJAacTH M (WIM) OpraHu3alus,
ynostHoMo4eHHble [IpaBurensctBoM Poccniickoit deneparuu.

(uactpb 6 BBenieHa DenepanabHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

7. FOpuanueckue nauia U WHAUBUAYaIbHbIE MPEANPUHUMATEIHN, OCYIIECTBISIIOIINE TPOU3BOJICTBO,
XpaHeHue, BB03 B Poccuiickyro ®enepanuio, OTIYCK, peall3allvio, Iepeaady, NPUMEHEHHE H
YHUYTO)KEHHE JIEKapPCTBEHHBIX MPENapaToB sl MEAUIIUHCKOTO MPUMEHEHHS], 00ECTIeYMBAIOT B OPSAIKE U
B COCTaBe, KOTOpble YycTaHoBieHbl IIpaBurensctBoMm Poccuiickoii ®exnepanuu ¢ ydeToM BuUia
OCYIIECTBISIEMOM HUMHU JEATEIbHOCTH, BHECEHHE HH(OpMalUKd O JIEKAPCTBEHHBIX IMpernapaTax s
MEIUIMHCKOTO TNPUMEHEHHMS] B CHCTEMY MOHUTOpPUHIA JIBUJKEHHUS JIEKAPCTBEHHBIX IPENapaTroB JUIs
MEIUIIMHCKOTO MPUMEHEHHUS.

(uactp 7 BBeneHa DenepanabHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
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7.1. JlekapcTBeHHBIE Mpenaparbl Ui MEIULIUHCKOTO TPUMEHEHMs, NpeJHa3HAYeHHbIE s
oOecriedeHuss JHI, OOJMBHBIX TeMO(UINel, MYKOBUCIHIO030M, TMIO(pH3apHBIM HAHU3MOM, OOJIE3HBIO
l'ome, 37m0KaueCTBEHHBIMM HOBOOOpPA30BaHUAMHU JIUM(OUAHON, KPOBETBOPHOM U POJCTBEHHBIX WM
TKaHEH, paCCESIHHBIM CKJIEPO30M, JIUI] [1OCJIE€ TPAHCIIAHTALlMM OPTaHOB U (UJIM) TKaHEH, IPOU3BEIECHHbIE
1o 31 nexabps 2019 rona, a Takke MHBIC JIEKAPCTBEHHBIC MpenapaThl JUIsl MEAUIIMHCKOTO MPUMEHEHUS,
npousBeneHHble 10 | wurong 2020 roga, mojiexar XpaHEHMIO, IEPEBO3KE, OTIYCKY, pealu3alui,
nepenaye, MpUMEHEHUIO 0e3 HaHECEHUs CPElICTB MIACHTU(PHUKAIMHU 0 HUCTEUEHHUS CPOKa UX TOJHOCTH.
[TpaButenscTBo Poccuiickoii ®Denepanuu BIpaBe YCTAaHOBHTH OCOOCHHOCTH BBOJAa B TPa)ITaHCKHMA
000pOT JIEKAPCTBEHHBIX MpENapaTroB i MEIUIMHCKOTO MPUMEHEHHS, MPOU3BEIACHHBIX B mepuos ¢ 1
utonst 2020 rona mo 1 oxts6ps 2020 roma. B memsix BBoja B Ipa)KAaHCKUN 00OpPOT JIEKapCTBEHHBIC
mpemapaThl Ui MEIWIMHCKOTO MPUMEHEHHS, 3a HCKIIOUEHHUEM JIEKapCTBEHHBIX IPernapaTos,
npeJHasHauYeHHBIX JJs oOecrneyeHus JIUL, OOJBHBIX reModuinel, MyKOBHCIUA030M, TUNO(U3aPHBIM
HaHU3MOM, Oone3Hbio ['olie, 3M0Ka4eCTBEHHBIME HOBOOOPa30BaHUAMHU JTUM(OUTHONU, KPOBETBOPHOU U
POJICTBEHHBIX UM TKaHEH, paCCesIHHBIM CKJIEPO30M, JIUI] I0CJ€ TPAaHCIUIAHTAIIMM OPraHOB U (MJIM) TKaHEH,
MIPOU3BE/ICHHbIE 3a Tpenenamu Tepputopun Poccuiickoit @eneparun 10 1 oxtsiopsa 2020 roma, Moryt
ObITh BBe3eHBI B Poccuiickyro @enmepammio a0 1 sBaps 2021 roma B mOpsiiKe, YCTaHOBICHHOM
[IpaButenscTBOM Poccuiickoit denepannu, 6e3 HaHECEHUs CPEICTB UACHTU(DUKAIIIH.

(B pen. @enepanbHbIX 3aK0OHOB 0T 27.12.2019 N 462-®3, ot 13.07.2020 N 206-D3)

8. Opranuzanuss WHOOPMAIMOHHOTO B3aUMOJCHCTBUS CHCTEMbl MOHHMTOPHHTA JIBHIKEHUS
JIEKAPCTBEHHBIX TMPEMApaToB JJII MEIULIMUHCKOTO TMPUMEHEHHS C WHBIMA TOCYAapCTBEHHBIMU
MH(OPMALIMOHHBIMU CHUCTEMaMH OOecreuYrBaeTcss B TOM YHCIE MOCPEICTBOM HH(PPACTPYKTYPHI,
obecnieunBaromield WHHOPMAITMOHHO-TEXHOJIOTHYECKOES B3aUMOJICHCTBUE HWH(POPMAIIMOHHBIX CHUCTEM,
WCIIONB3YEMBIX JUISl MPEJOCTABICHHUS TOCYJAPCTBEHHBIX M MYHULMIAIBHBIX YCIYT M HCIOJHEHUS
TOCYJapCTBEHHBIX U MyHUIIUTIATBHBIX (DYHKITHI B 2JIEKTPOHHOHN dopMme.

(uacTh 8 BBeneHa denepanbHbiM 3aK0HOM 0T 28.12.2017 N 425-D3)

9. Undopmanus, coaepkamascs B CUCTEME MOHUTOPHUHTA JIBIXKEHUSI JIGKAPCTBEHHBIX MPENapaToB
JUIS. METUIIUHCKOTO TIPUMEHEHUSs, SBISETCs HHpOpMAIeil OrpaHUYeHHOTO JOCTyNa B COOTBETCTBUU CO
cratbeit 9 @enepasnibHoro 3akoHa ot 27 wutonsg 2006 roma N 149-03 "O6 wunHdpopmanuwy,
WH()OPMALIMOHHBIX TEXHOJNOTHUAX M O 3amuTe uHPopManuu', 3a HCKIOUEHUEM HHPOpMAINH,
HEJIOMYCTUMOCTh OTPaHMYEHMsI JOCTyNa K KOTOpOW yCTaHOBJIEHa (eaepalibHbIMU 3aKOHAMH, a TakkKe
uHpopmanuu, otHeceHHOU [IpaButenbcTBoM Poccuiickoit dexepanuu B COOTBETCTBUU C HACTOSIIUM
®denepanbHBIM 3aKOHOM K 0011Ie10cTyTHOM nHpopManuu. OOmeaocTynHas nHpopManus, coaepKamiascs
B CHCTEME€ MOHUTOPHMHIA IBUKEHHUS JIEKAPCTBEHHBIX IPENapaToB sl MEIUIUHCKOTO MPUMEHEHHS,
pa3Meniaercd B MHPOPMAIIMOHHO-TEIEKOMMYHUKAaIMOHHONW cetn "MHTepHer" (B TOM uucie B ¢gopme
OTKPBITHIX JIAHHBIX) B MOPSJIKe, ycTaHOBIeHHOM [IpaButensctBoM Poccuiickoit deneparuu.
(dactpb 9 B pen. DeaepanbHoro 3akoHa ot 04.08.2023 N 474-D3)

9.1. Moctyn k uHpopMaIy, cojepxKalieiics B cucTeMe MOHUTOPUHTA JIBUKEHUS JEKapCTBEHHBIX
MpernapaToB JJii MEIULUHCKOrO NMPUMEHEHHs, 00eCredynBaeTcs OINepaTopoM CHCTEMbl MOHHMTOPHUHTA
JBWKEHUs JICKAPCTBEHHBIX IIPENApPaTOB I MEAUIMHCKOIO NPUMEHEHHS B IOPSJIKE, YCTAHOBIECHHOM
[IpaBurenscTBOM Poccuiickoii @Denepanuy, B COOTBETCTBUHM C 3aKOHOAATENBCTBOM Poccuiickoin
@eneparun 00  uHGOpMaNMKM, HWHPOPMALMOHHBIX TEXHOJOTMAX W O 3aluTe HHpOpMaluy,
3aKkoHOJaTenbcTBOM  Poccumiickoii  ®enmepauni O TOCYJIApPCTBEHHOW TailHE, 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanyv 0 KOMMEPUYECKOM U MHOM OXPAaHIEMOW 3aKOHOM TalHE U C Y4ETOM ITOJIOKEHUHN
Hacrosimien crarbu. [IpaBurenbcTBOo Poccuiickoir ®enepanuu  BIIpaBE€ YCTAHABIMBATh IIE€PEUYCHB
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JIEKapCTBEHHBIX IMpenapaToB [UIsi MEIUIIMHCKOrO TMPUMEHEHHs W (MJIu) TpyHH JIEKapCTBEHHBIX
MpemapaToB JUisi METUIIMHCKOTO TMPUMEHEHHS] M OCOOCHHOCTH JIOCTyna K HWHQOpPMAIMM O TaKUX
JIEKapCTBEHHBIX Ipernaparax, CoJepsKalleiicss B cHCTeME MOHUTOPUHIA JIBHXKEHHUS JIEKapCTBEHHBIX
MpenaparoB JJIsi MEAUIIUHCKOTO IPUMEHEHHUS.

(dactp 9.1 BBeaeHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.2. Tlonb3oBaTenu CHUCTEMbl MOHMTOPUHTA JBH)KCHHUS JICKAPCTBEHHBIX IMPEMapaToB Ui
MEIUIIMHCKOTO TMPUMEHEHHS O00JaJal0T MPaBOM JOCTyNa K HH(POPMAIMH, COACpPKAIIEHCS B CHCTEME
MOHHUTOPUHIA JBUKECHHUS JICKAPCTBEHHBIX NPENApaToB JIsI MEIHUIMHCKOTO NPUMEHEHHS, C Y4YETOM
OTpaHWYCHUHN JOCTyNa K yKa3aHHOW WH(OpMaAnMu U €€ MOCIeayrolel 00padoTKe, yCTaHOBJICHHBIX
HactosmM DenepalnbHbIM 3aKOHOM M HWHBIMA HOPMATHBHBIMU IPABOBBIMH aKTaMu Poccuiickoit
®enepanuu.

(uactb 9.2 BBeeHa PenepasibHbIM 3ak0HOM OT 04.08.2023 N 474-D3)

9.3. ®enepanbHble OpraHbl WCHOJIHUTENBHOM BIIACTM M WCHOJHUTENIbHBIE OpraHbl CyObEKTOB
Poccuiickoit @enepannn B nensax, onpeneneHHbix IIpasurensctBom Poccuiickont Penepanyiv, UMEOT
IIpaBoO JocTyna K MH(OpManuu o cyObeKkTax oOpallleHHs JIEKapCTBEHHBIX CPEJCTB, O JIEKAPCTBEHHBIX
npenapaTax u 00 000pOTe TaKUX JIEKAPCTBEHHBIX MpPENapaToB, HEOOXOAUMOMN AJis BBINOJIHEHMS 3a/1a4 U
ocylIecTBIeHUs] (YHKIMHA, BO3JOKEHHBIX Ha (eaepalbHble OpraHbl MCIOJHUTEIbHONW BIIACTH U
WCIIOTHUTENIbHBIE Opranbl cyObekToB Poccuiickoit @enepannu, CTaTUCTHUYECKOW HHGPOPMALMH O
JIEKapCTBEHHBIX Ipernaparax U 00 ux obopore, a Takxke K oOmenoctynHod nHpopmauun. CocraB 3ToMH
nHbOpPMAIMK ONpPEIEseTCS COTNIANICHUAMH 00 WH(GOPMAIMOHHOM B3aMMOJCHCTBHUH, 3aKIIOYCHHBIMU
OIIEpaTOPOM CHUCTEMbl MOHUTOPUHIA JBMKCHMs JICKAPCTBEHHBIX IIPENapaTroB I MEAMLIMHCKOIO
MpUMEHEHUsI ¢ (efepalbHbIMU OpraHaMU UCIOJHUTENbHOM BJIACTH WJIM HCIIOJIHUTEIbHBIMU OpraHaMH
cyobektoB  Poccuiickoit  @enepanun U denepasbHBIM  OPraHOM — MCIIOJHUTEIBHOM  BJIAcTH,
OCYIIECTBISIONMM  (QYHKIIMM 1O BbIpAa0OTKE M peaju3alud TOCYJAapCTBEHHON TMOJUTUKH U
HOPMAaTHBHO-IIPABOBOMY PETyJIMPOBAHUIO B chepe 31paBOOXpaHEHHS.

(uactb 9.3 BBenena PenepanbHbM 3akoHOM OT 04.08.2023 N 474-D3; B pen. deaepanbHOro 3aKoHa OT
08.08.2024 N 232-03)

9.4. CyObekt oOpaleHusl JeKapCTBEHHBIX CpPEACTB MMEET IpaBO JocTyna K uHpopManuu o0
OlepalusAxX C JIEKapCTBEHHBIMM MpernapaTtaMH Uil MEAMIMHCKOTO MPUMEHEHMs, COBEPILIEHHBIX 3THUM
CyOBEeKTOM 0oOpareHust JeKapCTBEHHBIX CPECTB, a TAKXKe K 00IIeI0CTYITHON HH(OPMAIIHH.

(uacth 9.4 BBeneHa @enepanbHbIM 3akoHOM OT 04.08.2023 N 474-D3)

9.5. OnepaTop CUCTEMBbI MOHHUTOPHWHI'a ABVKCHUSA JICKAPCTBECHHBIX MPCIapaToB AJId MEAUIUHCKOT'O
MpUMEHEHHUsT 007aJlaeT MPaBOM JOCTyNa K HHQPOpPMAIUH, COAEpIKAIEHCS B CHCTEME MOHUTOPUHTA
ABWXKCHUSA JICKAPCTBCHHBIX IMIPCIaparoB I MCAWUIMUWHCKOIO MNPHUMCHCHHA, BKIIHOYasd I/IH(i)OpMaHI/IIO
OTPAaHUYEHHOTO JOCTyMa, C BO3MOXHOCTBIO €€ OOpabOTKHM, B TOM 4YHCIE €€ MPEAOCTaBICHHS U
pacrpocTpaHeHHsi, oOecTiedeHHs JOCTyNa K HeW W OKa3aHWsl YCIyT C €€ HCIOJNb30BaHWEM (Jajee -
00paboTKa).

(dactp 9.5 BBeneHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.6. Oneparop cucTeMbl MOHUTOPUHTA JIBUKEHHSI JIEKAPCTBEHHBIX MPENAapaToB AJsi MEAUIIUHCKOTO
MIPUMEHEHHUSI MOXKET OCYIIECTBIATH 00pabOTKY HHPOPMAIIMKM OTPAHWYECHHOTO JTOCTYIIA, COJEPKAIEHCs B
CUCTEME MOHUTOPHHIA JIBU>KEHMS JIEKAPCTBEHHBIX MNpPENaparoB Il MEIULMUHCKOTO MPUMEHEHUs, MpHU
YCIOBUHM 0053aTE€bHOTO OOE3IMYMBAHMS Takol WH(OpPMAIMU B COOTBETCTBUU C YTBEPIKIACMBIMU
denepanbHBIM OpPraHOM HWCIOJHUTENIBHON BIIACTH, OCYIIECTBISIONIMM (YHKIIMH IO BBIPAOOTKE U
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peanu3aii  TrOCyIapCTBEHHON TIOJMTUKA ¥ HOPMATHBHO-TIPABOBOMY DETYJIHpPOBaHHIO B cdepe
3[PAaBOOXPAaHEHMsI, IO COIJIACOBAHUIO C  (enepasbHBIM  OpPraHOM  HCIHOJHHUTENBHOM  BJACTH,
OCYIIECTBISIONIMM (DYHKIIUU 1O KOHTPOJIIO U HAA30pY B chepe nHHOPMAIIMOHHBIX TEXHOJIOTHI U CBSI3H,
u ¢enepadbHBIM OpPraHOM HCIIOJHUTENBHOW BIACTH B oOjmacTu oOecrieuyeHHst O€301MacHOCTH
TpeOOBAaHUSAMU K 00E3TMUMBAHUIO TAKOH MHPOPMALIMU ¥ METOJIaMH 00C3IMYMBAHUS TaKOW MH()OPMAIIHH.
Oo6e3nmuuenHas wHGOpPMAIUs, MOJYYCHHAs B pPe3yJbTaTe YKa3aHHOW OOpaOOTKH W COJepIKamiascs B
CHCTEME MOHUTOPHHIA JIBIXKCHHS JICKAPCTBEHHBIX IPEMapaToB Ui MEIUIIMHCKOTO TPUMEHEHUS,
ABIsieTC MHPOpMaLueil orpanndeHHoro gocryna. O0e3nnueHHas HHPOpPMaLus, JOCTYI K KOTOPOH ObLI
o0eCrieYeH OomnepaTopoM CHUCTEMbl MOHHTOPUHTA JIBUKCHHUS JICKAPCTBEHHBIX IMPENaparoB s
MEIULIUHCKOTO MPUMEHEHHS B IENAX OKa3aHUs YCIYT C €€ MCIOJb30BaHHMEM, MOMJICKUT XPAHEHUIO B
CHCTEME MOHUTOPHHTA JIBWXKCHHS JICKAPCTBEHHBIX IPEIapaToB Il MEIMIMHCKOTO NPHUMCHEHUS HE
MEHee MSATH JIeT C JaThl NPEOCTaBICHHS JOCTyna K o0e3MMueHHON HHpopMaluu, ¥ Ha Hee He
pacrpocTpaHsoTcs TpeOoBaHUs K MH(DOPMAIUK OTPAaHUYCHHOTO JIOCTYIA, YCTAHOBJICHHBIC HACTOSIICH
CTaTheu.

(uacTb 9.6 BBenena @enepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

9.7. Oneparop cucTeMbl MOHUTOPUHTA JIBHXKEHHS JIEKAPCTBEHHBIX MPENAPATOB IJIsi MEAUIIUHCKOTO
MIPUMEHEHUS] MOXKET OCYIIECTBISATh 00paboTKy MH(pOpMAIMK OTPAaHUYEHHOTO JAOCTYIIA, COAepKaIlehcs B
CHUCTEME MOHMTOPUHTA JBMIXKEHUS JICKAPCTBEHHBIX MPENapaTtoB Jig MEAUIMHCKOTO MPUMEHEHUS,
MOJIyYeHHON OT cyObeKkTa OOpalleHUsl JEKApCTBEHHBIX CPEACTB, 3apETHCTPUPOBAHHOTO B CHUCTEME
MOHUTOPHUHIA JIBM)KCHHS JIGKAPCTBEHHBIX IpENapaToB Uil  MEAMIMHCKOTO TNPUMEHEHUs |
MIPE/ICTAaBUBIIET0 B HEE CBEACHMS, B HHTEpPecax W IO MOPYYCHHUIO TakKoro cyObekTa oOpalieHus
JIEKapCTBCHHBIX CPeJICTB 0e3 oOe3nmnunBaHus HH(POpMAIHKA OTPAaHUYCHHOTO JTOCTYTIA.

(uactp 9.7 BBeneHa @enepanbHbM 3akoHOM OT 04.08.2023 N 474-D3)

9.8. Oneparop cucTeMbl MOHUTOPUHIA JBUKEHHSI JIEKaPCTBEHHBIX IPENapaToB JJi MEAUIIMHCKOTO
IIPUMEHEHHUs BIIPABE OKa3blBaTb HAa HEJUCKPUMUHALMOHHONM OCHOBE YCIYTM C MCIOJBb30BaHUEM
o0e3nu4yeHHON MH(OpMalnuM, cojepralielics B CHCTEME MOHUTOPUHIA JABU)KEHUS JIEKapCTBEHHBIX
MPEenapaToB JUIsl MEAUIIMHCKOTO IPUMEHEHHsI, CyObeKTaM oOpallieHHsl IEKapCTBEHHBIX CPEJICTB, MOPSIIOK
U CTOMMOCTb OKa3aHHsS KOTOPBIX OIPENEISIIOTCS OINEepaTOpPOM CHCTEMBI MOHMTOPHHIA JBUKCHUS
JIEKAPCTBEHHBIX IIPEMNapaToB Uil MEIULMHCKOIO IPUMEHEHHUSA, C y4E€TOM OrpaHWYCHUH IOCTyIlla K
o0e3nmueHHON WH(GOPMAIUU, YCTaHOBJIEHHBIX HACTOSIICH CTaTheil. YKa3aHHbBIE TOPSAOK U CTOUMOCTH
OKa3aHMs TaKUX YCIIyI' pa3sMEIIATCSA OINEPATOPOM CUCTEMBbI MOHUTOPHUHIA JBHKECHHS JIEKAPCTBEHHBIX
IpenaparoB JUil MEJUIMHCKOIO IPUMEHEHMs Ha CalTe CHCTEMbl MOHUTOPHMHIA JBHKEHUS
JIEKApCTBEHHBIX [IpenapaTroB JUIS MEIULIMHCKOTO [IPUMEHEHUS B
MH(OPMALIMOHHO-TEIIEKOMMYHHUKAIMOHHON ceTn "MHTepHeT" U mojyiekaT KOHTPOJII0O B COOTBETCTBHUH C
AHTUMOHOIIOJIBHBIM 3aKOHOAATENbCTBOM Pocculickonn denepannu. YKa3aHHBIE MOPSINOK U CTOUMOCTH
OKa3aHUs TaKUX YCIYT JOJDKHBI OBITh €MHBIMU JUISI BCEX JIML, OOpAIAlONINXCs 32 OKa3aHUEM YCIYTH B
OTHOIICHUM OJMHAKOBBIX BHJA, O0beMa WU cocTaBa HpenocTaBisieMoi wuHpopmanmu. CyObekTam
oOpallleHus1 JIEKapCTBEHHBIX CPEJCTB 3allpellaeTcsi MPeJoCTaBIsATh U PACHpPOCTPaHATh HH(OpPMAIUIO,
IIOJIyYEHHYIO B COOTBETCTBUHU C HACTOSAIIEH YaCThIO.

(dactp 9.8 BBeneHa denepanbHbiM 3akoHOM OT 04.08.2023 N 474-D3)

10. IIpousBoauTenb JIEKAPCTBEHHBIX CPEJACTB, JAep)KaTellb MO0 BIAAENel] PerucTPaiOHHOTO
YIAOCTOBEpPEHUsl JIEKapCTBEHHOI'O IIpenapara HWiId IMPEJCTaBUTEIbCTBO WHOCTPAHHOW OpraHU3AINH,
ABJISIOIICHCS JiepkaresneM JHOO0 BIIAJENblEM pPErHCTPAllMOHHOTO YJOCTOBEPEHHUS JIEKapCTBEHHOIO
npenapara, Ha Tepputopun Poccuiickoil @enepanyu, 3aperuCTpUPOBAHHBIE B CUCTEME MOHHUTOPHHIA
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JBUKEHUS JIEKAPCTBEHHBIX IPENapaToB Il MEIUIMHCKOTO NPUMEHEHHUS M TpEeACTAaBUBIINE B Hee
CBEJICHHUSI O HAHECCHHH CPEJCTB HUICHTHU(UKAIMK HA YIAKOBKH JICKAPCTBEHHBIX MPENapaTroB, HAPSAY C
nHpopManuen, ykazaHHOWM B 4acTd 9.4 HacTosIed CTaThbH, IMOJY4YaeT COJCPKAIIYIOCS B CHCTEME
MOHHUTOPHHTA JBUKCHHSI JICKAPCTBEHHBIX MPEMapaToB JIJs MEIUIIMHCKOTO TMPUMEHEHUs WH(OpMAIIHIO
OTPaHUYEHHOTO JIOCTYIIAa O CEPUSX U MAPTHUSAX ITUX JEKAPCTBEHHBIX MpenapaTtoB 6€3BO3ME3/IHO U BIIpaBe
OCYIIECTBIISITH CAMOCTOSITEIPHO MIIU MOpPydYaTh 00pabOTKy Takod MH(OPMAIMU TOJBKO B COOCTBEHHBIX
untepecax. IIpu sTom gocTynm Kk Takoil mHGoOpManMM WIKM pe3yibraraM ee 00pabOTKH MMEET TOJIBbKO
JTaHHBIA CyOBEKT OOpalleHus JIEKApCTBEHHBIX CPEICTB WJIH JHUII0, KOTOPOMY OH MOPYYHUT OOpabOTKYy.
CoctaB mpenocTaBisieMOd B COOTBETCTBHHM C HACTOANIEH 4YacTbio HMH(POpPMAIUH  ONpPEessIeTcs
IIpaBurensctBoM Pocculickoit denepanun.

(uacth 10 B pen. @eaepanbHoro 3akona ot 04.08.2023 N 474-03)

11. 3a mpoM3BOACTBO MM MPOJAXKY JEKAPCTBEHHBIX MPENapaToB I MEIUIIUHCKOTO TPUMEHEHUS
0e3 HaHeCeHUsl CPEICTB HMIACHTHU(HKALMK, C HAPyIICHHEM YCTAHOBJIEHHOIO IMOPsAAKA WX HAHECCHHWs, a
TaKXKe 32 HECBOCBPEMEHHOE BHECCHHE JAaHHBIX B CHUCTEMY MOHHUTOPHHIA IBIDKEHUS JIEKApPCTBEHHBIX
npenaparoB Uil MEAWIUHCKOTO NPUMEHEHHMS WM BHECEHHE B HEE HEIOCTOBEPHBIX JaHHBIX
IOPUINYECKHUE JUIa ¥ WHAWBUAYAIbHBIC NPENNPUHAMATENH, YKa3aHHbIe B 4acTax 4 W 7 HacTosmel
CTaThH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOATENbCTBOM Poccuiickoit deneparum.
(uactb 11 BBenena PenepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

12. TlpaBurensctBo Poccuiickoit ®enepanuu BIpaBe yCTAaHOBUTH OCOOCHHOCTH BHEIPEHHS
CHCTEMBbl MOHHUTOPHHIA [IBWKCHHS JIEKAPCTBEHHBIX IPENapaToB s MEIUIIMHCKOTO TPUMEHEHUS,
BKJIIOYasi CPOKH €€ BHEIPEHUsS, B OTHOIICHWU JIEKAPCTBEHHBIX IIPENapaToB JUIl MEAUIMHCKOTO
MPUMEHEHHSI, BKJIIOUYEHHBIX B IEPEUCHb KMU3HEHHO HEOOXOAWMBIX W BaKHEHIINX JIEKAPCTBEHHBIX
MpEenaparoB, JIEKAPCTBEHHBIX IpernapaTroB, IpeJHa3HAuYeHHBIX JJIs O00ecledyeHus JuI, OOJIbHBIX
reMoQuiIneil, MyKOBHCIMIO30M, TUMO(H3apHBIM HAHWU3MOM, Oo0Je3HbI0 ['omne, 370KaYecTBEHHBIMHU
HOBOOOPa30BaHUAMHM JIUM(POUTHON, KPOBETBOPHOM U POJCTBEHHBIX UM TKaHEH, PacCEsTHHBIM CKJIEPO30M,
JUI] TIOCJIE TPAHCIUIAHTAlMM OPraHOB W (WJIM) TKaHEW, WHBIX JIEKAPCTBEHHBIX IPEMapaToB JUis
MEIULUHCKOTO TPUMEHEHHSI.

(uactb 12 BBegena PenepanbHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

Mnasa 14.1. OrPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALIUU, OCYLWLECTBNAOLWWE OEATENIBHOCTb
NO OBPALLEHUIO IEKAPCTBEHHbLIX CPELCTB

(BBeneHa @enepanbHbIM 3aKOHOM OT 25.11.2013 N 317-D3)

Cratbsa 67.1. OrpaHuyeHusi, Hanaraemble MpPU OCYLUECTBNEHUU AEATEeNbHOCTU B
cepe o6paLleHNA NeKapCTBEeHHbIX CPencTB

1. Opranuzanuu, 3aHUMarONIMecs pa3pabOTKOH, NPOM3BOJACTBOM U (WIM) peanu3aiuen
JIEKapCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO MPUMEHEHHMs], OpraHu3aluy, o0iagarouiie npaBaMy Ha
HCIO0JIb30BaHNE TOPrOBOI0 HAMMEHOBAHUS JIEKAPCTBEHHOI'O NpenapaTa il MEAULUHCKOTO IPUMEHEHMS,
OpraHM3alii ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMH CpEACTBAMM, AaNTEUHbIE OpraHuzanuud (ux
NPEJCTaBUTENIN, UHbIE (U3NYECKHE U IOPHIMYECKHE JIMIA, OCYIIECTBISIONIME CBOIO JEATEIbHOCTH OT
MMEHHU 3THUX OpraHu3alui) B OTHOUICHUH MEIUIIMHCKUX PAaOOTHUKOB U PYKOBOAMTEIECH METUIIMHCKUX
OpraHM3alyii He BIIpaBe:
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1) BpyuaTh MOJapKH, BBHIIUIAYMBATH JCHEKHBIE CPEACTBA (32 MCKIIOYEHHEM BO3HArPaKICHUI 1O
JIOTOBOpaM TP NPOBEACHUM KIMHUYECKMX HCCIIEJOBAHMM JIEKAPCTBEHHBIX IIPENapaToB JUIs
MEIULHUHCKOTO MPUMEHEHHUs, BO3HArPAXKICHUW, CBSA3aHHBIX C OCYUIECTBICHHUEM MEIULMHCKUM
pabOTHHUKOM IMEAaroruuecKoi u (W) HAYyYHOU NEesTeIbHOCTH), B TOM YHCJE OIIauMBaTh Pa3BICUCHHUS,
OTZIbIX, IIPOE€3J] K MECTY OT/bIXa, a TAK)KE€ IMPHUBJIEKATh K YYaCTHUIO B PA3BICKATEIbHBIX MEPOIPUATHSIX,
IIPOBOJMMBIX 3@ CUET CBOUX CPE/CTB;

2) 3aKJIF0O4YaTh COTJIAICHUA O HA3HA4YCHUM WM PEKOMCHIAAIUMKW ITalMCHTaM JICKApCTBCHHBIX
npemnaparoB Ajid MCAUIUHCKOIO NPpUMCHCHUS (321 HUCKIIIOYCHUEM OOT'OBOPOB O IMPOBCACHHUHN KIIMHUYCCKUX
I/ICCJ'IG,Z[OBaHI/Iﬁ JICKAPCTBCHHEIX IIp€IIapaToB I MCAUITUHCKOI'O HpI/IMeHeHI/IH);

3) mpenocTaBisATh 00pa3ilbl JIEKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO TPUMEHEHUS B LIETISX
BPYYCHHUsI TMAalMeHTaM (32 HWCKJIIOYECHUEM CIIyyaceB, CBS3aHHBIX C TPOBEICHHEM KIMHUYECKUX
WCCIJICIOBAHMH JIEKAPCTBCHHBIX MPENapaToB JIJIsi MEIUIIMHCKOTO IPUMCHEHU );

4) npeOCTaBNIATh HEJOCTOBEPHYIO U (WJIM) HEMOIHYIO HHPOPMAIIHIO O JIEKaPCTBEHHBIX MpernapaTax
JUTSI MEIUITUHCKOT'O IPUMEHEHNS,

5) mocemate X B pabouee BpeMs Ha pabOuMX MecTaX, 3a UCKIIOUEHHEM CIIyyaeB, CBA3aHHBIX C
MIPOBEACHUEM  KIMHUYECKHX HMCCIECNOBAHMM  JIEKAPCTBEHHBIX IIPENaparoB Uil  MEAUIMHCKOIO
[IPUMEHEHHUs, C Y4aCTHEM B IOPSAJKE, YCTAHOBICHHOM PYyKOBOAUTEIIEM MEIMLMHCKON OpraHU3aluu, B
COOpaHUsIX METUIIMHCKUX paOOTHUKOB M WHBIX MEPOIPHSITHSAX, HANPABICHHBIX HA IOBBIIICHHE WX
Ipo(eCCUOHATLHOIO YPOBHSA WIM Ha NpEeAOCTaBlIeHHE HH(GOpPMAlUU, CBSI3aHHOM C OCYLIECTBICHUEM
MOHHUTOPHHIra 0€30M1aCHOCTH JIEKapPCTBEHHBIX MIPENapaTos;

6) mo0y>/1aTh K BBITUCHIBAHHUIO JIEKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOIO MPUMEHEHHs Ha
OnaHKax, COAEpKaIllUX MH(OPMAIUIO PEKIAMHOIO XapakTepa, a TakKe Ha peleNnTypHbIX OJlaHKaxX, Ha
KOTOpBIX 3apaHee HaledyaTaHO HAUMEHOBAaHUE JIEKApPCTBEHHOIO IIpernapara Juisi MEAMIMHCKOIO
MIPUMEHEHHUS.

2. Opranu3zanuy, yka3zaHHble B a03alle mepBoM yacTH | HacTosIued cTaTbM, U UX NPEACTaBUTENHU B
OTHOIIEHUH (hapMalleBTUUECKUX paOOTHUKOB U PyKOBOJIUTENEH aTeUHbIX OpraHU3aliil He BIIpaBe:

1) Bpy4aThb IMOAApKH, BbBIIIAYUBATH NCHCKHBIC CPCACTBA, B TOM YHUCIIC OIIIAYUBATHL PA3BJICYCHUA,
OTAbIX, IPOE3a K MECTY OTAbIXa, W IPHBJICKATH K YYAaCTUIO B Pa3BJICKATCIbHBLIX MCPOIIPUATHAX,
MMPOBOAUMEBIX 3a CHCT CBOUX CPCIACTB;

2) mpenocTaBiATh O0pa3llbl JIEKAPCTBEHHBIX MPENapaToB JJIsi MEIUIIMHCKOTO MPUMEHEHUs IJis
BpYYEHMS HACEIICHUIO;

3) 3aKJII04YaTh COrJIami€CHUA O MPEAJIOKCHHUHN HACCICHUIO OINPCACICHHBIX JICKAPCTBCHHBIX
npenapaTroB AJIst MCAUIIUHCKOI'O MPUMCHCHU A,

4) npeoCTaBIATh HEJOCTOBEPHYIO U (MIJIM) HEMOJIHYIO HHPOPMAIIUIO O JIEKaPCTBEHHBIX MpernapaTax
JUIE  MEOUIMHCKOTO TPUMEHEHUs, B TOM 4YHCIE MMEIOIIMX OJMHAKOBOE MEKIYHapOIHOE
HENaTeHTOBaHHOE HaUMEHOBAaHHUE.

Cratbsa 67.2. TpeboBaHMA K OpraHM3auuum U NPoOBeAEHUI0 Hay4YHbIX MEpPOnpUATUN,
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MHbIX MepomnpUsiITU, HanpaBlfieHHbIX Ha NOBbIWeHWe NpPodeCCUOHANBLHOIO YPOBHS
MeAULMHCKMX paboTHUKOB WNM Ha npepocTaBrnieHne WHcgpopmauum, CBA3aHHOW C
ocyLlecTBrIeHMeM MOHUTOPUHIra 6e30nacHOCTU NeKapCTBEHHbIX NpenapaToB

1. IIpn mpoBeneHNM HAYYHBIX MEPONPUITHI, UHBIX MEPOINPUATUNA, HAITPABICHHBIX HA MOBBIILICHHUE
poecCHOHATLHOTO YPOBHS MEIUIMHCKHX DPAOOTHHKOB WM HAa TIPEJOCTaBICHHE CBSI3aHHON C
OCYIIECTBJICHUEM  MOHHUTOpUHra  O€30MacCHOCTH  JIEKAPCTBEHHBIX  IMpernaparoB  HHpopmanuu,
OpPraHM3yeMbIX OpraHM3AIMsIMH, yKa3aHHBIMH B a03are mepBoM yactu | crateu 67.1 HacTosmiero
@denepalibHOTO 3aKOHA, HMX TMPEACTaBUTENSIMH U (WiaM) (UHAHCHUPYEMBIX 3a CUET CPEICTB STHUX
OpraHu3alMii MU UX TMPEACTaBUTENCH, 3ampeniaeTcss NPemsITCTBOBATh Y4YacTHUIO B  yKa3aHHBIX
MEpONPUSITUSIX HMHBIX OpraHu3aluii, KOTOpPbIE MPOU3BOIAT WIA PEAU3YIOT JIEKAPCTBEHHBIE Ipenaparhbl
JUIST MEIUIIMHCKOTO TPUMEHEHHS CO CXO0XKHM MEXaHU3MOM (PapMaKoJIOTH4YeCKOro JIeUCTBUs, JIHOO
CO37aBaTh JMCKPUMHUHALMOHHBIE YCIOBUA JMJi1 OJHHUX YYacCTHUKOB IO CpPAaBHEHUIO C JPYTrUMHU
YYaCTHUKAMH, & UMEHHO:

1) mpeocTaBiIATh pa3IMuHOE KOJMYECTBO BPEMEHH JJIS BBHICTYIUICHUM YYaCTHUKOB, PAa3JIMYHbIE 110
pasMepy 3aHMMAaeMOH IUIOIIAAM MecTa AJs JE€MOHCTpaluuu oOpa3loB JIEKAPCTBEHHBIX IMPENapaToB Ul
MEIUIMHCKOTO MPUMEHEHHUsS WM PEKIaMHBIX MaTEpHaOB O JIEKAPCTBEHHBIX Ipenaparax Jyis
MEIULUHCKOTO MPUMEHEHMS HAa SKCIO3ULUAX, CTEHIaX, 3a UCKIOYEHUEM CIIy4acB, €CIIM TAaKUE YCIOBUS
3aKpeIUIeHbl B COMIALIEHUAX 3TUX OpraHM3alui, X HpeicTaBUTeNell 0 (PUHAHCHMPOBAHUHU YKa3aHHBIX
MEpPOIPUATHI U 00YCIIOBIEHBI PAa3IMYHBIMU 3aTPAaTaMU YYACTHUKOB HAa X OpPraHU3aLMIo;

2) ycraHaBIMBaTh pa3Mep B3HOCA JJIs YYAaCTHUKOB MEpONPUSATHH, yKa3aHHbIX B a03alie IepBOM
HACTOSIIEN YaCTH, MPEBBIIIAIONIMN CYMMY 3aTpaT Ha OPTaHU3ALUI0 YKA3aHHBIX MEPONPUATUI U BEAYILINN
K HE0OOOCHOBAHHOMY OI'PaHMUYEHHIO YUCIIA UX YYACTHUKOB.

2. Opranuzanuy, ykasaHHble B a03aie nepBoM yactu 1 crarbu 67.1 Hactosmero denepanbHOro
3aKOHA, UX TMPEeJICTABUTENN, OCYIIECTBISIONIME OpraHu3alio U (Wwin) (UHAHCUPOBAHHE MEPOIPHUITUH,
yKa3aHHBIX B yacTu | HacTosIel cTaTbu, 00s13aHbI 00ECIeYBaTh JOCTYI K HHGOPMAIINH O JaTe, MECTE U
BPEMEHM IIPOBEIEHUS YKa3aHHBIX MEPONPUATUM, IIJJaHaX, MPOrpaMMax IIPOBENEHUS YKa3aHHBIX
MepOHpI/ISITI/Iﬁ M TEMax, IIaHUPYEMBIX IJId paCCMOTPEHUSA, COCTABE UX YYACTHUKOB ITYTEM Pa3MCUICHUSA
COOTBETCTBYIOLIEH MH(OpMaIMKM Ha CBOUX OQUIMATIBHBIX caiiTax B ceTu "MHTepHeT" He mo3aHee ABYX
MecCSIEB 0 Havaja MpOBEACHUS YKa3aHHBIX MEPOIIPUSITHH.

3. Uudopmanus o mpoBeeHUH MEpOIPHUITUH, YKa3aHHBIX B 4acTH 1 HacTosIel CTaTbd, B CPOK,
YCTaHOBJICHHBIH YacTbi0 2 HACTOSIIEH CTaTbM, JOJDKHA OBITH HallpaBjieHa B (elnepalibHbIl oprax
WCTIOJHUTEIBHOM  BIIACTH, OCYLIECTBISIOMMKA (YHKIMM 1O KOHTPOJIO U Haazopy B cdepe
3JIpaBOOXPAHEHMs], JJIS MOCIEAYIOIIEro pa3MeIleHusl ee Ha O(QUIMAIbHOM caiiTe 3TOro opraHa B CETH
"NHTepuer".

nasa 15. OTBETCTBEHHOCTb 3A HAPYLWWEHUE 3AKOHOOATEJIbCTBA
POCCUNCKON ®EQEPALIUN NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB
N BO3MELLEHUE BPEOA, NTPUMUHEHHOIO 340POBbLIO NPAXKAOAH
BCINEACTBUE NPUMEHEHUA NNEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapyweHue 3akoHogaTenbcTBa Poccumnckon
depepaumm npm obpalieHMn NeKapcTBEeHHbIX CPeacTB
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1. Hapymenue 3akoHonatenbcTtBa Poccuiickoit ®enepanuu npu 0OpalleHUH JIEKapCTBEHHBIX
CpeACTB Bj€uYeT 3a CO0OH OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoil
denepauuu.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3a HempeaCTaBIIEHUE WIM HECBOEBPEMEHHOE MpecTaBieHue nHGOpMay U (WIK) TOKyMEHTOB
au00 NpeACTaBIeHHE HEAOCTOBEPHbIX HMHpopManmuMu M (MIM) JOKYMEHTOB, IPEeIyCMOTPEHHBIX
HacrosmuM ~ DenepanbHBIM  3aKOHOM, CYOBEKTHI OOpalleHUs JIEKAaPCTBEHHBIX CPEICTB HECYT
OTBETCTBEHHOCTb B COOTBETCTBHHM C 3aKOHOZAaTeNbcTBOM Poccuiickoit denepanuu.

(dactp 2 BBeneHa DenepasibHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. PenepaibHOTO 3aKOHA OT
04.06.2018 N 140-D3)

Cratbsa 69. BoameweHne Bpepa, NpMUYMHEHHOro 340pPOBbLIO rpaxaaH BcneacTeuve
NPUMeHeHUs NeKapCTBEHHbIX NpenapaToB

1. [IponsBoauTENb JIEKAaPCTBEHHOTO Mperapara 00s3aH BOSMECTHTD BpPE, IPUUYNHEHHBIH 370POBBIO
rpakJiaH BCJeICTBUE IPUMEHEHHs JISKapCTBEHHOI'0 Mpenapara, eciii JoKa3aHo, YTo:

1) nexapcTBEeHHBIH Mpenapar MPUMEHSJICS MO Ha3HAYEHHMIO B COOTBETCTBUM C MHCTPYKLMEH IO
IIPUMEHEHHIO JICKApCTBEHHOI'O Ipernapara U NPUYMHOW Bpelda sSBHWJICS BBOJ B T'PaXIaHCKUH 000pOT
HEZ00pOKaYECTBEHHOIO JIEKaPCTBEHHOT'O Ipernapara;

2) Bpel 310pOBbI0 NPUYMHEH BCIEJACTBHE HEJAOCTOBEPHON HHQOpMaIUyU, cojaepkalieics B
MHCTPYKILIHU IO IPUMEHEHUIO JIEKapCTBEHHOTO IMpernapara, W3/1aHHOM MPOU3BOIUTENIEM JIEKAPCTBEHHOTO
npernapara.

2. B cnyuae, eciau Bpell 310pOBbIO TPaKJlaH MPUUUHEH BCIIEJICTBUE MPUMEHEHHUS JIEKAPCTBEHHOIO
npenapara, NPULIEANIET0 B HETOJHOCTh B PE3YJIbTATE HAPYLICHUs MPAaBUJI XPAHEHUS JIEKapCTBEHHBIX
CPEICTB, MpaBWJI ONTOBOM TOPIrOBIM JIEKAPCTBEHHBIMH IpenapaTaMy, MPaBHJI OTIYCKa JEKaPCTBEHHBIX
IIpENnapaToB, IpaBUI M3TOTOBJIEHHS M OTIyCKa JIEKAPCTBEHHBIX IIPENapaToB, BO3MEILIEHUE Bpena
OCYIIECTBIISIETCS COOTBETCTBEHHO OpraHM3alliedl ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEICTBAMU,
anTeYyHOM oOpraHus3anuell, WHAMBUIYAJbHBIM NPEANPUHUMATEIEM, HUMEIOIIMMH JIMIEH3UI0 Ha
(apMalleBTUUECKYIO JESATEIbHOCTh WM JIUIEH3UI0 Ha MEIUIMHCKYIO JAEATEIbHOCTh, MEAMIIMHCKON
OpraHuzanyel, HMeroIed JHUIEH3UI0 Ha (GapMaleBTUYECKYI0 JesATeNbHOCTh (ee 000CO0IeHHBIM
MO/Ipa3JIeIeHNEM, PACIOIOKEHHBIM B CEIbCKOM HACEJIEHHOM IyHKTE, B KOTOPOM OTCYTCTBYET allTeYHast
OpraHu3alysl), T0MyCTHUBIIUMHU MTPOJAXKy WIM OTIIYCK TAaKOTO JIEKApCTBEHHOTO Mperapara.

(B pen. ®enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. Bosmemnienue Bpeda, TNPUUYMHEHHOTO 3/I0POBBIO TpakJaH BCIEJICTBUE IPUMEHEHHS
JIEKapCTBEHHBIX TPENapaToB WU COBEPUICHHS MPOTUBOMNPABHBIX NEHCTBUN CyObEKTaMu OOpalieHHs
JIEKApCTBEHHBIX CPEJICTB, OCYIIECTBISIETCS B COOTBETCTBMUM C 3aKOHOJATENhCTBOM Poccuiickoii
denepanuu.

Mnasa 16. 3AKITIOYUTEJIbHBIE NMONOXEHUA

Cratbsa 70. O Nnpu3HaHMKM YTPaTUBLLMMM CUNY OTAESNIbHbIX 3aKOHOAATe NIbHbIX aKTOB
(nonoxeHun 3akoHoaaTenbHbIX akToB) Poccunckon ®enepaumm
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IIpu3Hath yTpaTUBIIMMU CUILY:

1) ®enepanbubiii 3akoH oT 22 uroHA 1998 roma N 86-®3 "O nexapcTBEHHBIX cpeacTBax”
(Cobpanue 3axkoHonarenscTBa Poccuiickoit @enepanmn, 1998, N 26, cr. 3006);

2) ®enepanbHblil 3aKk0H OT 2 sHBaps 2000 roga N 5-®3 "O BHeCEHMU U3MEHEHUS U JTOTIOJHEHUN B
@enepanbubiii 3akoH "O nekapcTBeHHbIX cpenctBax" (CoOpanue 3akoHOAarenbcTBa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);

3) crarbio 40 @enepanbHoro 3akona ot 10 sHBaps 2003 roga N 15-O3 "O BHeceHUH U3MEHEHUN U
JIOTIONIHEHUH B HEKOTOpBIE 3aKoHOJaTelbHbIe akThl Poccuiickoii denepanuu B CBSI3U C MPUHATHEM
@enepanibHoro  3akoHa "O  JIUMIEH3UPOBAHMM  OTHENbHBIX BUJIOB JestenbHOCTH"  (CoOpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2003, N 2, cr. 167);

4) crarpio 31 @enepanpuoro 3akona ot 30 utons 2003 roga N 86-D3 "O BHeceHHH U3MEHEHUN U
JIOTIOJIHEHU B HEKOTOPBIE 3aKOHOJATENbHbIE akThl Poccuiickoit denepannu, NpU3HAHUM YTPATUBLIMMU
CUJly OTJAENIbHBIX 3aKOHOJATENIbHBIX akToB Poccuiickoii denepanuu, NPeaOCTABICHUN OTACIbHBIX
rapaHTuil COTpyAHUKAM OPraHOB BHYTPEHHUX JI€JI, OPTaHOB 10 KOHTPOIO 32 000POTOM HAPKOTUYECKHX
CPEICTB M TICHXOTPOITHBIX BEIICCTB W YIPA3JTHACMBIX (eJepabHBIX OPraHOB HAJIOTOBOWM TOJHUIIMH B
CBSI3M C OCYIIECTBICHHEM MeEp MO COBEPIICHCTBOBAHMIO rocyaapcTBeHHoro ympasieHus" (CobOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) cratbio 101 ®enepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-03 "O BHeceHMM U3MEHEHHH
B 3aKOHozarelbHble aKkThl Poccuiickoi denepanuu W NPU3HAHUM YTPATUBIIMMH CHIIy HEKOTOPBIX
3aKOHOJATENbHbIX akTOB Poccuiickoil denepanuu B CBA3UM C MpHUHATHEM (eaepalbHbIX 3akoHOB "O
BHECEHUU HM3MEHEHUIl M JomnonHeHui B PenepaiibHblil 3akoH "OO 00IIMX NpUHIMIAX OpraHU3aIMH
3aKOHOJATENbHBIX (IIPEJCTaBUTENIBHBIX) M MCIOJHHUTEIbHBIX OPraHOB TOCYJAapCTBEHHOM BJIACTH
cyobekTtoB Poccuiickoit  ®enepauun" wu  "OO oOmMX NpPUHLMIAX OPraHU3alUd  MECTHOIO
camoympasneHust B Poccuiickoit denepanun" (Cobpanue 3akoHonatenscTBa Poccuiickoit denepanuu,
2004, N 35, ct. 3607);

6) cratbto 28 dexnepanpHOro 3akoHa ot 18 nexadbps 2006 roga N 231-D3 "O BBeneHUM B AEHCTBHE
yacTu dYeTBepToi ['paxkmanckoro konaekca Poccuiickoit ®enepanun" (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2006, N 52, ct. 5497).

CraTtbsa 71. BctynneHue B cuny Hactoswero PeanepanbHOro 3akoHa

1. Hacrosiuit ®denepanbHblil 3aK0H BeTymaeT B cuity ¢ 1 ceHtssOpst 2010 roaa.

2. JlexapCTBEHHBIE CpEICTBA, 3APETUCTPUPOBAHHBIE JO JHS BCTYIUICHHS B CHJIY HACTOSIIETO
@denepanbHOro 3aKOHA, MOMJIEKAT BKIKOYEHUIO B T'OCYIAPCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEICTB C
BHECCHHEM YyKa3aHHBIX B 4acTh | crartbm 33 Hactosimero denepalibHOTO 3aKOHA CBEACHHH 00 ITHX
JIEKapCTBEHHBIX CpEACTBaX 0e3 TMPOXOXKIEHUS BHOBb TMPOIEAYPHl TOCYJapCTBEHHOW PErUCTpaIiH
JIEKaPCTBEHHBIX MPENAPATOB.

3. FOCY,Z[apCTBeHHaﬂ perucTtpanus JCKapCTBCHHBIX IIPCIapaToB, 3a UCKIIKOUYCHUCM JICKAPCTBCHHBIX
mnpemapaTroB i MCAUIHUHCKOrO NPpUMCEHCHUA, MPCACTABJICHHBIX HA YKA3aHHYIO PErUCTpaluio OO OHSA
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BCTYIUICHHS B CHJIy Hactosimiero denepanbHOro 3aK0Ha, OCYIIECTBISIETCS B COOTBETCTBHU C HACTOSIIUM
qDeI[epaJIBHBIM 3aKOHOM Ha OCHOBAaHHMU NOKYMCHTOB U JAHHBIX, HIPCACTABJICHHBIX OO JHA BCTYIIJICHUA B
cuity Hactosiero denepanbHOroO 3aKOHa.

(B pen. @exnepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

3.1. T'ocynapcTBeHHas perucTpaius JeKapcTBEHHbBIX MpenapaToB sl MEIUIIMHCKOTO IPUMEHEHUS,
MPEACTABICHHBIX Ha TOCYJApPCTBEHHYIO PETUCTPALMIO 10 [JHS BCTYIUIGHHS B CHJIy HACTOSIIETO
@denepalibHOTO  3aKOHa, M TOCYAApCTBEHHAs pEerucTpamus JEKapcTBEHHBIX IIpernapaTtoB s
MEJIULUHCKOTO NPUMEHEHHS, MPEJICTABICHHBIX Ha OJKCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB A0 [HSA
BCTyIUIEHUsI B cuily Hactosuiero denepanbHOro 3akoHa B LENSAX UX MOCIEIYIONIeH rocyaapCTBEHHOM
pPErucCTpalvy, OCYIIECTBISIOTCS HAa OCHOBAHMHM JOKYMEHTOB M JaHHBIX, MPEACTABICHHBIX O HS
BCTyIUICHUSI B CUy Hactosimero denepanbHOro 3aKOHA, a TaKXKE 3asiBICHUS O TOCYJapCTBEHHOM
perucTpany JEKapCTBEHHOIO TMpernapara, MPeACTaBICHHOTO IPOU3BOIUTEIIEM JIEKAPCTBEHHBIX
MpernapaToB WM YIOJTHOMOYEHHBIM UM JIULIOM B COOTBETCTBUU ¢ HacTosumM dDeaepanbHbIM 3aKOHOM B
YIOJHOMOYCHHBIN (efiepaTbHBIN OpTaH HCIIOIHUTENbHON Biactu 10 1 mapta 2011 ronxa, 6e3 TpeboBaHus
yIUIaThl TOCYJAPCTBEHHOM MOLUIHHBI, TPETyCMOTPEHHOM 3aKoHOAaTeIbCTBOM Poccuiickoit @eneparuu o
Hajorax u coopax.

(uacts 3.1 B pea. @enepanbuoro 3akona ot 29.11.2010 N 313-03)

3.2. IloatBepklieHuEe TroOCyJapCTBEHHOM pErucTpaluyd JIEKapCTBEHHBIX IpenaparoB s
MEIUIMHCKOTO MPUMEHEHMS, PEACTABIEHHBIX MJI MOATBEPKICHUS FOCYIapCTBEHHOW PETUCTPALMU [0
JHS BCTYIUIEHMsSI B Cuily Hacrosimero @®enepanbHOrO 3aKOHA, M MOJATBEP)KIEHUE TOCYyAapCTBEHHOU
pEerucTpalMy JIEKAPCTBEHHBIX IIPENapaToB Ul MEIHMLHMHCKOIO IPUMEHEHMsI, IPEACTAaBICHHBIX Ha
AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB A0 JTHS BCTYIUIEHUs B cuily Hacrosimero denepanbHOro 3akoHa B
LEeISIX TIOCHENYIOUIETO IOATBEPKACHNUS HMX TOCYJAapCTBEHHON pEruCTpalM, OCYIIECTBISIOTCA Ha
OCHOBAaHMHU JOKYMEHTOB M JAaHHBIX, IPEICTaBICHHBIX [0 JAHS BCTYIUIEHMS B CHJIy HAaCTOAIIETO
@DenepallbHOTO 3aKOHA, a TaKXKE 3adBJICHUS O NOATBEP)KIECHUU TOCYJIApPCTBEHHOM pPETUCTPALAN
JIEKAPCTBEHHOI'0 IIpernapara, IPEeACTaBICHHOTO IPOU3BOJIUTEIEM JIEKAPCTBEHHBIX IIPENapaToB WIH
YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBMM C HacToAmuM @DenepalbHbBIM  3aKOHOM B
YIIOJITHOMOYEHHBIN (eiepaabHbIil OpraH UCMOJIHUTENbHON BiacTu 10 1 mapta 2011 roxa, 6e3 TpeboBaHus
YIUIAThl TOCYJaPCTBEHHOM MOLUIMHBI, IPEAYCMOTPEHHON 3aKOHOAATENbCTBOM Pocculickon denepanuu o
Hajorax u coopax.

(uactsb 3.2 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. IlpunsATue pemeHUss O BHECEHMM W3MEHEHMH B JOKYMEHTBI, COJEpKalluecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar il MEIUIMHCKOrO
MIPUMEHEHUsI U TpeACTaBJIEHHBIE J0 JIHSA BCTYIUJIEHUS B CUIy Hacrosulero deaepanbHOro 3aKoHa, U
IIPUHATHE PEIIEHUS O BHECEHUM U3MEHEHMI B IOKYMEHTBHI, COAEPIKALUECS B PETUCTPALIMOHHOM JI0ChE Ha
3aperucTpUpPOBAaHHBIN JIEKAPCTBEHHBIN MpenapaT Ui MEIUIHUHCKOTO IPUMEHEHUS U MPECTaBIEHHbIE Ha
9KCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB A0 AHs BCTYIUIEHMsI B cuiy Hactosuero denepanpHoro 3akoHa,
OCYIIECTBISIOTCS Ha OCHOBAaHUHM JOKYMEHTOB U JAaHHBIX, MPEACTABIECHHBIX JIO JHS BCTYIUICHHS B CHIY
HacTosAwmero denepanbHOro 3aKOHA, a TakKKe 3asABICHUS O BHECEHMHM HW3MEHEHUN B JOKYMEHTHI,
coJiepKallrecs B PEruCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUpPOBAHHBIA JIEKAPCTBEHHBIN MpemapaT is
MEIUIMHCKOTO MPUMEHEHHUs, IPEICTaBICHHOIO IMPOU3BOAMUTEIEM JIEKAPCTBEHHBIX IIPENapaToB WM
YIOOJHOMOYEHHBIM KM JIMIIOM B COOTBETCTBUU ¢ HacrosiiiuM DenepanbHbIM  3aKOHOM B
YIIOJIHOMOYEHHBIN (hefiepaibHbI OpraH UCTIONHUTENbHOU BiacTu 10 1 mapra 2011 rona, 6e3 TpeboBaHUs
yILIaThl TOCYIapCTBEHHOM MOLUIMHBI, MPEyCMOTPEHHOM 3aKOHOAaTenbCcTBOM Poccniickoit @enepannn o
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Hajorax u coopax.
(uactp 3.3 B pen. Genepanbuoro 3akona ot 29.11.2010 N 313-D3)

3.4. Bpimaua pazpenieHuid Ha TPOBEJACHHE KIMHMUYECKUX HCCIECIOBAHUN  JIEKAPCTBEHHBIX
MpenaparoB Uil MEIUIIMHCKOTO MPUMEHEHMS 1O 3asBICHUSM, MOJAHHBIM 10 JHS BCTYIUICHUS B CHIY
Hacrosero denepanbHOrO 3aKOHA, a TAKXKE 10 3asABJICHUSAM, TTOJAHHBIM TIOCIIC AHS BCTYIUICHUS B CHUITY
Hacrosiero denepanbHOro 3aK0HAa HA OCHOBAHUM SKCIEPTU3, TPOBEACHHBIX /10 JHS BCTYIUICHUS B CUITY
Hacrosiiero denepasbHOrO 3aKOHA, OCYIIECTBISETCS B COOTBETCTBUM C HacTosmuMm DenepalibHbIM
3aKOHOM Ha OCHOBAHHMH JJOKYMEHTOB M JaHHBIX, MPEJCTABICHHBIX WIH MOJYYEHHBIX 0 JHS BCTYIUICHUS
B cuiy Hacrosiiero denepanbHOro 3aKoHa, a TAK)KE Ha OCHOBAHHMH KOITMH MPEABAPUTEIILHOTO JI0rOBOpa
00s13aTeTLHOTO  CTPAXOBAaHWS KW3HU, 3JIOPOBBS  IMAIIMEHTOB, YYAaCTBYIOIIMX B KIMHUYECKOM
HCCICAOBAHUH JICKAPCTBEHHOTO TIperapara i MEIUIMHCKOTO NMPUMEHEHMS, WM KOIUU JOTOBOpa
00s13aTeTLHOTO  CTPAXOBAHWUS KW3HHU, 3JIOPOBBSl IMAIIMCHTOB, YYAaCTBYIOIIMX B KIMHUYCCKOM
HCCIEAOBAaHUH JICKAPCTBEHHOI'O Tperapara Uil MEIUIIMHCKOTO NMPUMEHEHHUs, JIMOO MpeICTaBICHHON
KOIMH JIOTOBOpPA 0053aTE€IbHOIO CTPaXOBaHMUs, 3aKJIIOUYEHHOTO B COOTBETCTBUU C TUIIOBBIMU IMPABUIIAMU
00513aTeTbHOTO CTPAaXOBAaHMS, C YKa3aHHEM MpPEIebHON YHCIEHHOCTH NAIlMeHTOB, YYacTBYIOIIHUX B
KIIMHUYECKOM HCCIICJIOBAaHUM JISKAPCTBCHHOT'O Ipemnapara JUisi MEIUIUHCKOTO TpUMEHeHus, 0e3
TpeOOBaHUs YIUIaThl TOCYAAPCTBEHHOM MOILUIMHBI, MPEIyCMOTPEHHON 3aKOHOJATeNbCcTBOM Poccuiickoit
®denepanyu 0 HaJIOrax U coopax.

(uactb 3.4 B pen. @enepanbuoro 3akona ot 29.11.2010 N 313-03)

3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BaJIOTE 10 JHS BCTYIUICHHS B CHJIYy HACTOSIIETO
®enepanbHOIO 3aKOHA PEIEIbHBIE OTITYCKHBIE LIEHbl MHOCTPAHHBIX TPOU3BOAUTENICH HA JIEKAPCTBEHHbBIE
npenaparbl, BKIIOYCHHBLIC B TICPCUYCHL KWU3HCHHO HGO6XOI[I/IMI)IX A BaXXHEHUIITNX JICKAPCTBCHHBIX
MpernapaToB, MOJIEKaT mepecuery B pyonu mo kypcy LlentpansHoro 6anka Poccuiickoit deneparuu Ha
naty, ycraHoBieHHyio [IpaButenbctBom Poccuiickoit denepanuu, 0€3 MpEeACTABICHHUS 3asBICHUS O
IepecyeTe LIEHBI ¢ BHECEHUEM COOTBETCTBYIOIIMX U3MEHEHUU B IOCYAApPCTBEHHBIN PEECTP MPEAEIbHBIX
OTIIYCKHBIX HICH HpOH3BOJIPIT€J'I€I>i Ha JICKApCTBCHHBLIC IIpE€IapaThbl, BKIIOYCHHBIC B MCPCUYCHL KU3HCHHO
HEO0OXOMMBIX U BaXKHEUIIINX JI€KapCTBEHHBIX MPEmapaToB.

(dactp 3.5 BBegeHa denepanbubiM 3akoHOM OT 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHBIE 1O [JHS BCTYIUIEHUS B CHIy Hacrosmero ®enepanbHOro 3aKOHa
IpeleiabHble OTIYCKHBIE II€Hbl POCCHUMCKUX MPOU3BOJIUTENIEH Ha JIEKApCTBEHHBIE Ipenaparsl,
BKJIIOYEHHbIE B IE€peUeHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIINMX JIEKapCTBEHHBIX IPErnaparos,
noanexar uHaekcauuu c¢ 1 HosiOps 2010 roma mcxonas W3 MPOTHO3ZUPYEMOrO YpOBHA HHQIALUH,
ycraHoBlieHHOT0 denepanbHbiM 3akoHOM OT 2 nekabpst 2009 rona N 308-D3 "O denepanbHOM OroKeTe
Ha 2010 rox u Ha manoBeid niepuon 2011 u 2012 rogos" Ha 2011 rox.

(vactsb 3.6 BBeneHa PenepanbHbIM 3ak0HOM OT 11.10.2010 N 271-D3)

3.7. llocne 1 mapta 2011 roga He momyckaroTcsi NPOU3BOJICTBO U BBO3 B Poccuiickyro denepannto
JIEKapCTBEHHBIX MPENapaToB B YIIAaKOBKaX ¢ MApKUPOBKOM, KOTOpasi ObljIa HAHECEHA J0 JHS BCTYIUICHUS B
cuny Hactosmero deaepanbHOro 3akoHa. [lo WCTeUeHMHM yKa3aHHOTO CpPOKa JIaHHBIE JIEKAPCTBEHHBIC
npenaparbl MOTYT OTIYCKAaTbCs, PEaTM30BbIBATHCA, MEpeAaBaThCsd U MPUMEHSTHCA O HCTEUECHUS HMX
CpOKa TOAHOCTH.

(B pen. @enepanbHbix 3aK0OHOB OT 29.11.2010 N 313-D3, o1 06.12.2011 N 409-D3)

4. Co gHsa BeryrieHHs B cuiy Hacrosmero ®@enepanpHoro 3akoHa u no 30 ampens 2011 ropa
BKJIIOYUTENBHO  JIOMYCKAETCS MPOBEACHHE HSKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB  HKCIIEpTaMu
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OKCIIEPTHOIO  YYPEXKIACHUA JO MPOXOKIACHUSA HMH aTTeCTallud B IOPAAKE, YCTaHOBJICHHOM
YIIOJIHOMOYEHHBIM (heiepabHBIM OPTaHOM HCTIOJIHUTEIIBHON BIACTH.

5. Co mHsa BCTyIUieHUs B cuily Hacrtosmiero deaepanbHoro 3akoHa u mo 31 mexabps 2013 roma
BKJIFOYUTEJIBHO OCYIIECTBISICTCS MEPEeXo K MPOU3BOJCTBY JICKAPCTBEHHBIX CPEACTB B COOTBETCTBHUH C
MpaBUJIaMy OpraHU3aIlMd TIPOM3BOJICTBA M KOHTPOJIS KauyecTBa JIEKAPCTBEHHBIX CPENICTB, YKa3aHHBIMU B
gactu 1| crareu 45 Hacrosimero ®enepanbHOro 3akoHa, B mMOJHOM oObeme. Cpoku mepexona
MPOM3BOJICTBA JICKAPCTBEHHBIX CPEJACTB K HMX TMPOU3BOJICTBY B COOTBETCTBUM C KOHKPETHBIMHU
TpeOOBaHUSAMHU JaHHBIX TPABWI, BKJIIOYAs CPOKH ATTECTAIIMHM YIOJTHOMOUYEHHBIX JIHUI], yYKa3aHHBIX B
gyacTax 6 m 7 crarbu 45 nHacrosimero denepajbHOrO 3aKOHA, ycTaHaBiuBaroTcs [IpaBUTEILCTBOM
Poccuiickoit @enepanuu.

6. JluieH3uu Ha OPOU3BOJCTBO JICKAPCTBEHHBIX CPEACTB, BblJaHHble a0 1 sHBapsa 2014 rona,
neiictByrot nociae 1 suBaps 2014 roma 10 ucTedeHHs] CpOKa MX JIEHUCTBUS MPU YCIOBUU COOTBETCTBHUS
JUIICH3WaTa TpaBUjaM OpraHM3alliyd TPOW3BOJICTBA M KOHTPOJISI KauecTBa JICKAPCTBEHHBIX CPEJICTB,
yKa3aHHbIM B yacTu 1 craTbu 45 Hacrosero deaepanbHOro 3aKOHa.

7. ®opMupoBaHHE TOCYJApCTBEHHOI'O 3a/laHds Ha MPOBEICHHE OSKCIEPTU3bI JIEKAPCTBEHHBIX
CpeacTB (heaepaJbHOMY TOCyAapCTBEHHOMY OOJDKETHOMY YUPEKICHHUIO MO IPOBEJCHHUIO SKCIIEPTH3BI
JIEKapCTBEHHBIX CPEJICTB M (PMHAHCOBOE OOECIeUEHUE BBIMIOJHEHUSI 3TOTO 3a/laHUsl OCYIIECTBIISIIOTCS B
nopsiike, ycranoBiieHHOM DenepanbHbIM 3aKOHOM 0T 12 situBaps 1996 roma N 7-®3 "O HekoMMepUeCKuX
opranu3anusx".

(uactb 7 BBenieHa denepanbHbiM 3aKkoHOM 0T 29.11.2010 N 313-03)

IIpe3unent
Poccuiickoit denepanuu
JAME/IBEJIEB
Mocksa, Kpemib
12 anpens 2010 rona
N 61-03
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